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Roll Call/Call to Order 
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Alaska Board of Pharmacy Roster 
 

Board Member Name Initial Appointment Reappointed Term End 

Ashley Schaber, Pharm.D 07/01/2021  03/01/2024 

Sylvain Nouvion, Pharm.D., Ph.D. 05/31/2023  03/01/2026 

James Henderson, RPh 03/01/2017  03/01/2025 

Ramsey Bell, RPh 03/01/2022  03/01/2026 

Carla Hebert, RPh 01/05/2023  03/01/2026 

Sara Rasmussen, Public Member 03/01/2023  03/01/2026 

Vacant (Public Member)    

 

Name Position Committee Membership/Additional Duties 

Ashley Schaber Chair Statutes and Regulations 

James Henderson Vice Chair Statutes and Regulations, Compounding 

Ramsey Bell Secretary Statutes and Regulations, Well-Being 

Carla Hebert  Compounding, Well-Being, MPJE Representative 

Sara Rasmussen  Controlled Substances Advisory Committee Chair 

Sylvain Nouvion   

 

 

  



 

Alaska Board of Pharmacy 
Agenda Item #2 

 
 
 
 
 
 
 
 
 

Review/Approve Agenda 



         ALASKA DEPARTMENT OF COMMERCE, COMMUNITY, AND ECONOMIC DEVELOPMENT 

August 10, 2023 – Agenda  Page 1 of 4 
 

 

 

 

 

 

 

 

 

 

 

 

Meeting Details 
Meeting Name:  Alaska Board of Pharmacy Meeting 

Meeting Start Time:  9:00 AM (AKST)  

Meeting Start Date:  August 10, 2023 

Meeting End Time:  5:00 PM (AKST) 

Meeting End Date:  August 10, 2023 

Meeting Locations:  1. Board/Staff - Suite 1550, Atwood Building, Anchorage, AK 

        2. Zoom for Public Attendees (Limited In-Person Space) 

Meeting Registration Link: 
https://us02web.zoom.us/meeting/register/tZUrduirrjIvGdyxe-O-
8sqT5wpi9kuO8-Na 
 
Dial ID: 816 1130 9538 
Passcode: 629299 
 

 

Links 
Board of Pharmacy Homepage: pharmacy.alaska.gov 

Prescription Drug Monitoring Program State page: pdmp.alaska.gov  

 

 

 

ALASKA BOARD OF PHARMACY MEETING  

AGENDA (DRAFT) 

AUGUST 10, 2023 
 

Discussion of the following topics may require executive session. Only authorized members will be  
permitted to remain in the Board/Zoom room during executive session. 

 

Board 
Members: 

 
Ashley Schaber, 

Pharmacist 
(Chair) 

 
James Henderson, 

Pharmacist 
(Vice-Chair) 

 
Carla Hebert, 
Pharmacist 

 
Ramsey Bell, 
Pharmacist 
(Secretary) 

 
Sylvain Nouvion, 

Pharmacist 
 

Sara Rasmussen, 
Public Member  

 
Vacant, Public 

Member 
 

Staff: 
 

Michael Bowles, 
Executive 

Administrator 
 

Amy Glenn, 
Occupational 

Licensing 
Examiner 

 
Sarah Jones, 
Occupational 

Licensing 
Examiner 

 
Upcoming 
Meetings: 

 
November 16, 2023 

(Tentative) 

 

https://us02web.zoom.us/meeting/register/tZUrduirrjIvGdyxe-O-8sqT5wpi9kuO8-Na
https://us02web.zoom.us/meeting/register/tZUrduirrjIvGdyxe-O-8sqT5wpi9kuO8-Na
file://cedasdsobfs01.soa.alaska.gov/DCED/OCCLIC/PROFESSIONAL%20LICENSING/CBPL%20PROGRAMS/PHA-PHARMACY/Board%20Meetings/General%20Board%20Meeting%20Templates/Non-OnBoard%20Agendas/pharmacy.alaska.gov
file://cedasdsobfs01.soa.alaska.gov/DCED/OCCLIC/PROFESSIONAL%20LICENSING/CBPL%20PROGRAMS/PHA-PHARMACY/Board%20Meetings/General%20Board%20Meeting%20Templates/Non-OnBoard%20Agendas/pdmp.alaska.gov
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Agenda 
1. Roll Call/Call to Order (9:00 - 9:02) 

2. Review/Approve Agenda (9:02 – 9:05) 

3. Ethics Disclosures (9:05 – 9:10) 

4. Review/Approve Meeting Minutes (9:10 – 9:15) 

• April 21, 2023, Regular Meeting 

• May 24, 2023, Special Meeting 

• June 20, 2023, Special Meeting 

5. Public Comment Period (9:15 – 9:30) 

6. Division Updates (9:30 – 10:30) 

• Michael Bowles, Executive Administrator 

o Application Processing Statistics 

• Melissa Duma, Administrative Operations Manager 

o Budget Reports 

o Update of Online Applications 

• Lisa Sherrell, Prescription Drug Monitoring Program (PDMP) Manager 

o PDMP Updates 

7. Investigative Report (10:30 – 12:00) 

• Billy Homestead, Senior Investigator Introduction 

• Holly Handley, Investigator 

o Investigative Report 

o Case 2021-000775 Confidential - Executive Session 

o Case 2021-000776 Confidential - Executive Session 

o Case 2021-000784 Confidential - Executive Session 

o Case 2022-000476 Confidential - Executive Session 

o Case 2022-000634 Confidential - Executive Session 

o Case 2022-000782 Confidential - Executive Session 

o Case 2022-000826 Confidential - Executive Session 

o Case 2022-000829 Confidential - Executive Session 

o Case 2022-000905 Confidential - Executive Session 
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o Case 2022-000934 Confidential - Executive Session 

o Case 2022-000935 Confidential - Executive Session 

o Case 2022-000936 Confidential - Executive Session 

o Case 2022-000937 Confidential - Executive Session 

o Case 2022-000976 Confidential - Executive Session 

o Case 2022-001033 Confidential - Executive Session 

o Case 2022-001034 Confidential - Executive Session 

o Case 2022-001036 Confidential - Executive Session 

8. Industry Updates (12:00 – 12:30) 

• Alaska Pharmacists Association (AKPhA) – Brittany Keener, PharmD, MPH, BCPS 

9. Adjourn for Lunch (12:30 – 1:00) 

10. Roll Call/Call to Order (1:00 – 1:05) 

11. Public Comment Period (1:05 – 1:20) 

12. Board Business (1:20 – 3:00) 

• Reciprocal Action for Out-of-State Discipline 

o Guidance from Department of Law 

• HB 56 – Language Addressing Pharmacies/Pharmacists Reporting Dispensed Prescriptions 

from Veterinarians to PDMP 

• Application Reviews 

o Morris & Dickson Confidential - Executive Session 

• Lost or Stolen Controlled Substances 

o Safeway Pharmacy #1805 

o Safeway Pharmacy #1807 

o Safeway Pharmacy #1817 

o Safeway Pharmacy #1818 

o Safeway Pharmacy #1833 

o Costco Pharmacy #10 

o Carr’s Pharmacy #0720 

• Collaborative Practice Agreements 

o Physician Donna Jones License No. 163193 and Pharmacist Amy Paul License No. 

114537 
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o Physician Shamsideen Musa License No. 131469 and Pharmacist Obinna Alu License 

No. 131417 

• Pharmacist-in-Charge Request for Two Adjacent Pharmacies 

o Geneva Woods Mat-Su Medset Pharmacy 

o Geneva Woods Mat-Su Pharmacy 

• Well Being Index 

• Tasks List Review 

13. Statutes Discussion (3:00 – 3:30) 

14. Regulation Changes for Approval/Compliance with HB 112 (3:30 – 4:50) 

15. Chair Final Comments (4:50 – 5:00) 

16. Adjourn (5:00) 
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DEPARTMENT OF COMMERCE, COMMUNITY, AND ECONOMIC DEVELOPMENT 
DIVISION OF CORPORATIONS, BUSINESS AND PROFESSIONAL LICENSING 

BOARD OF PHARMACY 
 

CONDENSED MINUTES OF THE MEETING HELD APRIL 21, 2023 
(DRAFT COPY) 

 
Date: April 21, 2023 

Time: 09:00am – 05:00pm 

Location: Anchorage: 550 W 7th Avenue, Suite 1500, Room 1550, Anchorage, AK 99501; Zoom 

Attending: 

 
Board Members: Ashley Schaber, Sara Rasmussen, Carla Hebert, Ramsey Bell 
Staff: Michael Bowles, Lisa Sherrell, Amy Glenn, Sarah Jones, Sara Chambers, Holly 
Handley, Alison Osborne 
 

Absent: James Henderson 
 

Agenda Item #1. Roll Call/Call to Order – Board and Staff Introductions 
Roll Call: 
Ashley Schaber - Present 
Sara Rasmussen - Present 
James Henderson - Absent 
Carla Hebert - Present 
Ramsey Bell – Present 
 
Agenda Item #2 Review/Approve Agenda 
Brief Discussion: Introductions 
Motion 1: Carla Hebert motioned to approve the agenda as written, seconded by Sara Rasmussen. 
 
Motion 1 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Absent 
Carla Hebert - Yes 
Ramsey Bell – Yes 
 
It was resolved to approve April 21, 2023, agenda as written. 
 
Agenda Item #3 Ethics Disclosures 
Brief Discussion: Ashley Schaber disclosed she is a member of the AKPhA Legislative Committee. 
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Agenda Item #4 Review/Approve Meeting Minutes 
Motion 2: Ramsey Bell motioned to approve the February 16, 2023, meeting minutes, seconded by Sara 
Rasmussen. 
 
Motion 2 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Absent 
Carla Hebert - Yes 
Ramsey Bell – Yes 
 
It was resolved to approve the February 16, 2023, meeting minutes as written. 
 
Motion 3: Ramsey Bell motioned to approve the March 20, 2023, meeting minutes, seconded by Carla Hebert. 
 
Motion 3 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Absent 
Carla Hebert - Yes 
Ramsey Bell – Yes 
 
It was resolved to approve the March 20, 2023, meeting minutes as written. 
 
Agenda Item #5 Public Comment Period 
Discussion: 
Rob Geddes, Albertson’s 

• Addressed HB145 
• Idaho shares similarities. 
• Great opportunity to provide patient services and greater access for rural patients. 
• 08.80.37(b) allows independent care-seems to allow pharmacists to practice independently. 
• Requested the board consider recognizing patient benefit from access to care. 

Roger Morris, Quarles and Bradey 
• Addressed HB145 
• Echoed the comments of Rob Geddes. 
• Section (c) needs clarity. Requested specifically for “test and treat” scenarios where pharmacists can 

provide care and medication.  
Jennifer Adams 

• Recognized and thanked Ashley Schaber for her service. 
• Requested the board consider retroactively extending Pharmacy Intern licenses that existed before the 

regulations changes on December 28, 2022. 
 

Agenda Item #6 Division Updates 
Discussion: 
Administrative update 

• Sarah Jones Introduction, Occupational Licensing Examiner 
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• Sara Chambers, Boards and Regulations Advisor 
o Discussed priorities and improvements, available tools for boards. 
o Walked through Board Member website resources. 

• Michael Bowles, Executive Administrator 
o No financial report updates since February board meeting. 
o Discussed the timeline for online applications. This is currently in the works but is 1-2 years out 

with other Division priorities.  
• Lisa Sherrell, Prescription Drug Monitoring Program (PDMP) Manager 

o Provided updates to the program, applied for BJE grant for funding. 
o Introduced Stephen Young, Project Assistant. 
o Auto approval for users has been enabled making PDMP more efficient. 
o Discussed what the grant funds and budget covers. 
o Statewide Gateway/Electronic Health Record integration update. 
o PDMP Assessment work group recommendation update. 

 PDMP is staying in DCCED. 
 Meeting in 2 weeks (Tentative May 4th) to discuss way forward. 

 
Agenda Item #7 Investigative Update 
Discussion: 

• Holly Handley, Investigator  
o Investigative Report from February 03, 2023, through April 06, 2023 
o Open Cases: 44 
o Closed Cases: 12 
o License Actions: 3 
o Case #2022-000749 (Confidential - Executive Session) 

 
Motion 4: On a motion made by Carla Hebert in accordance with AS 44.62.310(c)(2) and seconded by Ashley 
Schaber, the board moved to enter executive session for the purpose of discussing subjects that tend to prejudice 
the reputation and character of any person, provided the person may request a public discussion. No request was 
made for public discussion. 

 
Motion 4 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Absent 
Carla Hebert - Yes 
Ramsey Bell – Yes 
 
It was resolved to enter executive session in accordance with AS 44.62.310(c)(2). Staff, Michael Bowles, Holly 
Handley were authorized to remain in the room.  
 
Off record for executive session at 9:50am  
On record from executive session at 10:22am 
 
No motions were made during the executive session. 
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Motion 5: Ramsey Bell moved to accept the default order of the imposition of civil fine for case #2022-000749 
in the amount of $300, seconded by Sara Rasmussen. 
 
Motion 5 Recorded Votes: 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Absent 
Carla Hebert - Yes 
Ramsey Bell – Yes 
 
It was resolved to accept the default order of the imposition of civil fine for case #2022-000749 in the amount 
of $300. 
 
Agenda Item #8 Industry Updates 
Discussion: 

• National Association of Boards of Pharmacy (NABP) - Neal Watson, Senior Manager, Member 
Relations and Government Affairs 

o Presentation on NABP 
 Overview of what NABP offers. 
 Twenty-one states are involved with the Multistate Pharmacy Inspection Blueprint. 
 E-Profile captures all programs a facility utilizes (Inspections, Accreditation, etc.). 
 Pharmacy Accreditation and Inspection Programs. 

• NABP Surveyors/Inspectors 
• Verified Pharmacy Program (VPP) 
• Multistate Pharmacy Inspection Blueprint Program 

o New Training Fall 2023 – 1 inspector from each jurisdiction funded. 
• Distributor Programs 

o Accreditations 
o Supply Chain Inspections 

• General Pharmacy Inspection Fees – start at $3000 up to $5500. 
• No charge to state board of pharmacy unless the state goes under contract with 

NABP for inspections. 
• AKPHA - Brandy Seignemartin, AKPhA Executive Director, provided an update on the following 

items: 
o Pharmacy Technician Workforce Issues 

 Shortage of Pharmacy Technicians in Alaska. 
 Hospitals are using “Traveling Technicians” at a much higher wage to cover down. 
 Discussed high school students being allowed to be licensed prior to age 18 and 

graduation if enrolled in a pharmacy apprenticeship program. A similar program is in 
place in Washington and California.  

o SB 121 – Patient Freedom of Pharmacy Choice Bill 
 Brandy Seignemartin outlined the sections of the bill. 
 Gives patients the right to access their medications at the pharmacy of their choice. 
 Pharmacies are closing due to the loss in revenue.  This is a public health infrastructure 

problem for Alaska. 
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 Patients being able to access medications from healthcare provider through method of 
choice. 

 White bagging – Patient must get medication from outside source shipped to physician’s 
office, may not be the appropriate supply chain, medication errors can occur, dosing 
changes can cause delays in care. 

 Brown bagging – Medication must go from Pharmacy Benefit Management (PBM) 
owned pharmacy to patient’s home, patient must bring the medication to their provider to 
administer, medication integrity can be compromised. 

 Provides a framework for transparent reimbursement methodology. 
 Addresses unfair trade practices of PBMs. 
 

Agenda Item #9 Recess for Lunch 
 
Agenda Item #10 Roll Call/Call to Order 
Roll Call: 
Ashley Schaber - Present 
Sara Rasmussen - Present 
James Henderson – Absent 
Carla Hebert – Present 
Ramsey Bell – Present 
 
James Henderson – Joined the meeting at 1:23pm 
Carla Hebert – Left the meeting at 1:25pm 
 
Agenda Item #11 Board Business 
Discussion: 
 
Motion 6: On a motion made by Ashley Schaber in accordance with AS 44.62.310(c)(2) and seconded by 
Ramsey Bell the board moved to enter executive session for the purpose of discussing subjects that tend to 
prejudice the reputation and character of any person, provided the person may request a public discussion. No 
request was made for public discussion. 

 
Motion 6 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
Ramsey Bell – Yes 
 
It was resolved to enter executive session in accordance with AS 44.62.310(c)(2). Staff, Michael Bowles, Amy 
Glenn, and Sarah Jones are authorized to remain in the room.  
 
Off record for executive session at 1:28pm 
On record from executive session at 1:55pm 
 
No motions were made during the executive session. 
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• Application Review 

o Confidential - Executive Session 
 The board requested the most recent inspection less than 6 months old to move 

application forward. 
• Lost or Stolen Controlled Substances 

o Safeway Pharmacy #1820 
o Carr’s Pharmacy #1805 

• Correspondence for the Board 
o Alliance for Pharmacy Compounding Email 

 Added as a task for the compounding committee. 
o Verified Pharmacy Program Nuclear USP 825 Inspection Form Letter 

 Added as a task for the compounding committee. 
o AS 08.80.337. OTHER PATIENT CARE SERVICES Email 

 Discussion on the intent of the statute. 
 Discussion on how pharmacists can help fill gaps in access to care. 
 Intent was for emergency medication, birth control not an emergency. 
 Added as a task for the statutes and regulations committee. 
 Add as an agenda item for next meeting. 

• Compounding Committee 
o USP 797 
o No updates from committee. 
o Task added to investigate creating an account for access to USP documents. 

• Well Being Work Group 
o Well Being Index 

• Controlled Substances Advisory Committee Nomination 
o Discussed the role of the representative, changes to PDMP. 
o Sara Rasmussen volunteered to represent the board. 

• 2024 Strategic Plan 
o Began discussing changes the board would like to see using the 2023 strategic plan. 
o Draft 2024 plan will be reviewed and finalized at the Special Meeting in May.  

• Pharmacy Technician Continuing Education Requirements Discussion 
o Executive Administrator Delegation for CEs. 

• Tasks List Review 
• Special Meeting Date for May is set for May 24, 2023, 4pm-6pm, via Zoom. 

o Annual Report Review 
o Public Comments for Regulations Project 

 
Motion 7: Ashley Schaber motioned to nominate Sara Rasmussen as the representative of the Board of 
Pharmacy for the Controlled Substances Advisory Committee, seconded by Ramsey Bell. 
 
Motion 7 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
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Ramsey Bell – Yes 
 
It was resolved that Sara Rasmussen will represent the Board of Pharmacy for the Controlled Substances 
Advisory Committee. 

 
Agenda Item #12 Public Comment Period 
Discussion: 
Rob Geddes 

• Volunteered to assist with Statute and Regulations committee as a public stakeholder. 
• Discussed pharmacy technician and pharmacist shortages across Alaska. 
• One pharmacist in working in Valdez. 
• Having to request out of state assistance. 
• Request the board look at emergency applications for shortages. 

 
Agenda Item #13 Statutes Discussions 
Discussion: 

• SB 121 Pharmacies/Pharmacists/Benefits Managers 
o The board is concerned with white bagging/brown bagging practices. 
o Priority for Board in FY2023 Annual Report. 

• Baxter to address HB 96A. 
o Vince Banks addressed the board. 

 Outlined the process of how a patient receives a dialysate. 
 Discussed what the bill would do for the process. 
 What would change is the removal of needing a Pharmacy license. 
 Ashley Schaber acknowledged an amendment was made to HB 112 which added 

the language of CS HB 96 (HSS) to HB 112. 
 
Motion 8: Ashley Schaber moved to support SB 121 Pharmacies/Pharmacists/Benefits Managers for reasons 
listed below, seconded by Ramsey Bell. 
 
1. Aligns with FY2023 strategic plan goal #4. 
2. Gives patients the right to access medications at the pharmacy of their choice. 
3. Provides framework for transparency and fair reimbursement for pharmacies and patients. 
4. Protects patient access to clinician administered medication by eliminating the practice of white bagging and 

brown bagging. 
 

Motion 8 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert – Absent 
Ramsey Bell – Yes 
 
It was resolved that the Board of Pharmacy supports SB 121 Pharmacies/Pharmacists/Benefits Managers. 
 
Motion 9: Sara Rasmussen moved to support CS HB 96 (HSS), seconded by Ashley Schaber. 
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Motion 9 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
Ramsey Bell – Yes 
 
It was resolved that the Board of Pharmacy supports CS HB 96 (HES). 
 
Motion 10: Ashley Schaber moved to delegate the authority to process and issue pharmacy technician license 
renewal applications that do not meet continuing education requirements, and make a disciplinary decision 
based off the continuing education disciplinary matrix for those applications to the Executive Administrator, 
seconded by Ramsey Bell. 

 
Motion 10 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
Ramsey Bell – Yes 
 
It was resolved that the Board of Pharmacy delegates the authority to process and issue pharmacy technician 
license renewal applications that do not meet continuing education requirements, and make a disciplinary 
decision based off the continuing education disciplinary matrix for those applications to the Executive 
Administrator. 

 
Agenda Item #14 Regulations Discussions 
Discussion: 

• Discussion on allowing those in apprenticeship programs to become licensed as pharmacy 
technicians before the age of eighteen and high school graduation. 

o Pharmacies/Pharmacists would still have oversight; removes barriers to assist with 
workforce shortage. 

o Classroom portion should be a requirement prior to pharmacy portion- discussed how this 
would work.  Each apprenticeship program may vary. 

o Task list item added to address the way forward. 
• Pharmacy Technician Continuing Education Regulations 
• Alison Osbourne, Regulations Specialist 2 

o Outlined the regulations change process. 
o Involve regulations specialist as soon as possible to assist with language and time. 
 

Motion 11: Ashley Schaber motioned to approve the proposed amendment to 12 AAC 52.310(b)(3) of “the 
applicant must have completed those activities within the immediate two years before applying for 
reinstatement”, seconded by Ramsey Bell. 
 
Motion 11 Recorded Votes: 



 
Alaska Board of Pharmacy Meeting Minutes (Draft) 

 

Page 9 of 9 
 

Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
Ramsey Bell – Yes 
 
It was resolved to approve the proposed amendment to12 AAC 52.310(b)(3) of “the applicant must have 
completed those activities within the immediate two years before applying for reinstatement”. 
 
Agenda Item #15 Chair Final Comments 
Discussion: 

• Next Meeting: May 24, 2023 
• Tentative Meeting August 10, 2023 

 
Agenda Item #16 Adjourn 
Motion 12: Ashley Schaber motioned to adjourn, seconded by Sara Rasmussen. 
 
Motion 12 Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Yes 
James Henderson - Yes 
Carla Hebert - Absent 
Ramsey Bell – Yes 
 
It was resolved to adjourn. 
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DEPARTMENT OF COMMERCE, COMMUNITY, AND ECONOMIC DEVELOPMENT 
DIVISION OF CORPORATIONS, BUSINESS AND PROFESSIONAL LICENSING 

BOARD OF PHARMACY 
 

CONDENSED MINUTES OF THE SPECIAL MEETING HELD MAY 24, 2023 
(DRAFT) 

 
Date: May 24, 2023 

Time: 4:00pm – 6:00pm 

Location: Zoom Teleconference 

Attending: 

 
Board Members: Ashley Schaber, James Henderson, Carla Hebert, Ramsey Bell 
Staff: Michael Bowles, Lisa Sherrell, Stefanie Davis 
 

Absent: Sara Rasmussen 
 

Agenda Item #1. Roll Call/Call to Order 
On the record at 4:09pm. 
 
Roll Call: 
Ashley Schaber - Present 
Sara Rasmussen -  
James Henderson - Present 
Carla Hebert - Present 
Ramsey Bell – Present 
 
Quorum was met. 
 
Agenda Item #2 Review/Approve Agenda 
Motion: Carla Hebert moved to approve the agenda for Special Board Meeting; Ramsey Bell seconded the 
motion.  
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen -  
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell - Yes 
 
It was resolved to approve the agenda for the Special Board Meeting by a unanimous vote. 
 
Agenda Item #3 Ethics Disclosures 
Brief Discussion: Ashley Schaber disclosed she is a member of the AKPhA Legislative Committee. 
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Agenda Item #4 Review and Discuss Public Comments for Proposed Regulations Changes 12 AAC 52.010 
- 12 AAC 52.995 
Discussion: 

• The board: 
o addressed the CVS public comment. The intent would include the use of email for reporting, but 

facilities still need to use the Change of Facility Manager form provided by the department. No 
change to form process, just changing the days from 10 to 30 days. Reviewed FAQs attached to the 
public notice to verify the intent of the change. 

o noted a minor correction needed in 12 AAC 52.595; should reference 12 AAC 52.585, not 12 AAC 
52.230 in section (a)(2).  

o addressed Telepharm’s public comment in support of the regulations’ changes. 
o addressed Walgreens public comment in support of remote pharmacy regulation’s change. 
o addressed the public comment from Elano US Inc. stating that adding the word self in the language 

clarifying inspections would clarify self-inspections are required rather than third party inspections 
for facilities. This would not need a substantial change. Self-inspections rather than simply 
inspections will be changed before moving the regulations changes forward. 

 
Motion: Ashley Schaber motioned to move forward with the adoption of regulations changes to 12 AAC 
52.010, 12 AAC 52.020, 12 AAC 52.120, 12 AAC 52.200, 12 AAC 52.220, 12 AAC 52.250, 12 AAC 52.300, 
12 AAC 52.420, 12 AAC 52.423, 12 AAC 52.530, 12 AAC 52.595, 12 AAC 52.596, 12 AAC 52.610, 12 AAC 
52.625, 12 AAC 52.635, 12 AAC 52.640, 12 AAC 52.670, 12 AAC 52.696, 12 AAC 52.697, 12 AAC 52.698, 
12 AAC 52.800, 12 AAC 52.855, 12 AAC 52.860, and 12 AAC 52.995 after considering public comments 
received and considering costs to private persons as proposed and publicly noticed, seconded by Carla Hebert. 
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen -  
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell - Yes 
 
It was resolved to move forward with the adoption of regulations changes to 12 AAC 52.010, 12 AAC 52.020, 
12 AAC 52.120, 12 AAC 52.200, 12 AAC 52.220, 12 AAC 52.250, 12 AAC 52.300, 12 AAC 52.420, 12 AAC 
52.423, 12 AAC 52.530, 12 AAC 52.595, 12 AAC 52.596, 12 AAC 52.610, 12 AAC 52.625, 12 AAC 52.635, 
12 AAC 52.640, 12 AAC 52.670, 12 AAC 52.696, 12 AAC 52.697, 12 AAC 52.698, 12 AAC 52.800, 12 AAC 
52.855, 12 AAC 52.860, and 12 AAC 52.995 after considering public comments received and considering costs 
to private persons as proposed and publicly noticed by a unanimous vote. 
 
Agenda Item #5 Review and Discuss FY2023 Annual Report and Strategic Plan Drafts 
Discussion by the board addressing edits to the FY2023 Annual Report: 

• Change language in first paragraph addressing “finalized desired statute changes prior to legislative 
session, allowing for quick identification of a legislative sponsor.” 

• Make minor grammatical changes to the narrative section. 
• Change language of, “With the passage of HB/SB in FY2023 that overlap with changes the Board of 

Pharmacy previously identified in its FY2022 legislative recommendations and FY22 Board meetings, a 
number of intended statutory changes will be resolved” on page 11. 
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• Task created – Michael Bowles will check to see if board members are covered in the budget to attend 
the Alaska Pharmacists Association (AKPhA) annual conference. 

• Spell out acronyms throughout the report. 
• Discussed SWOT Analysis, added Board Member Vacancies to section “Opportunities”. 

 
Motion: Carla Hebert moved to approve the FY 2023 Annual Report with the changes listed in the minutes 
above; seconded by James Henderson. 
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen -  
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell - Yes 
 
It was resolved to approve the FY 2023 Annual Report with the changes listed in the minutes above, by a 
unanimous vote. 
 
Motion: Carla Hebert moved to approve the FY 2024 Strategic Plan; seconded by James Henderson. 
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen -  
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell - Yes 
 
It was resolved to approve the FY 2024 Strategic Plan, by a unanimous vote. 
 
Agenda Item #6 Statutes and Regulations Committee 
Discussion: 

• 12 AAC 52.140. Pharmacy Technician License. - Discussion on allowing those in 
apprenticeship programs to become licensed as pharmacy technicians before the age of 
eighteen and high school graduation. 
o Keep section with the requirement of diploma or equivalent. 
o Add a new section with language for 16 years old and enrolled in an apprenticeship program. 
o Michael Bowles presented Washington’s regulations for training programs for technicians as an 

example. 
o Task created - Michael Bowles will contact boards from other states to find regulations addressing 

this proposed change and provide this to the board at the August 2023 quarterly board meeting. 
o Tabled the discussion until August 2023 quarterly board meeting. 

• 12 AAC 52.110. Emergency Permit to Practice as A Pharmacist, Pharmacy Intern, or 
Pharmacy Technician. - Discussion on “Health Crisis”. 
o James Henderson – The language does not need to change. The board can decide what passes as an 

urgent situation when needed. Changing the language could result in tying the board’s hands. 
Consider adding a section to the application allowing for the applicant to specify the urgent situation. 
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o Ramsey Bell – agreed with James Henderson stating no emergency situation is the same. The board 
needs specific details from applicants on what their urgent situation is and why an emergency permit 
is necessary. 

o Task Item created - Michael Bowles will amend the application providing applicants with directions 
and space for justifying the urgent situation. Present to the board at the August 2023 quarterly board 
meeting. 

o Tabled the discussion until August 2023 board meeting. 
• 12 AAC 52.635. Facility Manager. - Discussion on Designated Representative notification 

change from 10 days to 30 days. 
o Ashley Schaber - stated this would align with Pharmacist-in-Charge, alleviate excessive case work 

for the Investigations Unit. 
o James Henderson agreed with changing the requirement to 30 days. 
o Carla Hebert agreed with changing the requirement to 30 days. 
o Task created - Michael Bowles will see if other areas in the regulations need to change concerning 

this issue. 
o Tabled the discussion until August 2023 quarterly board meeting. 

• 12 AAC 52.240. Pharmacist Collaborative Practice Authority. – Discussion on section (b)(9) 
focusing on access to medication assisted treatment (MAT). 
o Ashley Schaber - addressed pharmacists currently not able to prescribe controlled substances for 

MAT under this regulation even with a collaborative practice agreement. The board will need to 
work with the Medical Board if regulation changes are pursued. 

o James Henderson - asked if there is a call/demand for this. Stated the board should be cautious about 
the type of medications prescribed. 

o Carla Hebert - asked if other states allow pharmacists to prescribe controlled substances through 
collaborative agreements. 

o Ashley Schaber - confirmed other states do allow pharmacists to prescribe controlled substances 
through collaborative agreements. This was brought forward to the board by the Alaska Pharmacists 
Association (AKPhA) after the February 2023 board meeting. There is a need in the rural areas for 
access to MAT. Having more providers able to prescribe increases access to care. Right now, it’s not 
even an option for Pharmacists. 

o James Henderson - would be open to considering this if the list of drugs is limited. 
o Carla Hebert – stated concerns that this may present a need for a lot more regulations and 

considerations, not opposed to it with guidelines. 
o Ramsey Bell - agreed with Carla Hebert that the board needs very specific guidelines. 
o Ashley Schaber - proposed having speakers from other states where pharmacists have prescriptive 

authority for controlled substances through cooperative agreements address the board on their 
guidelines. Proposed a one-hour special meeting on June 19 or 20, 2023 to address this topic. 

o Task created – Ashley Schaber will connect with experts from other states and invite them to address 
the board. 

o Tabled the discussion until June 2023 special board meeting. 
 

Agenda Item #7 NABP Regional Conference October 22-25, 2023 
Discussion: 

• Ashley Schaber asked if any board members would like to volunteer to attend the conference. 
o This conference would be a good opportunity to network and discuss the MPJE workshop with 

members in other states in district 7 MPJE workshop date September 06-08 online. 
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o Ashley Schaber requested a member of the board volunteer to take over attending the MPJE 
workshop and reviewing MPJE questions for the examination. 

o Task created - Michael Bowles will send an email to the board members concerning the MPJE 
workshop and question review tasking. 

 
Agenda Item #8 Decide Date for June Special Meeting 
Discussion: 

• The board discussed their personal schedules for June. Members will reach out individually to Ashley 
Schaber to confirm preferred date of wither June 19 or 20, 2023. 

o Intent is to invite guests to provide information to the Alaska Board of Pharmacy 
regarding pharmacist prescriptive authority in general and to also discuss prescribing 
of controlled substances with a collaborative practice agreement for MAT. 

 
Agenda Item #9 Chair Final Comments 
Discussion: 

• Ashley Schaber addressed the board: 
o Many of the issues Alaska is addressing are the same as other states. Alaska’s board is making great 

progress. Ashley Schaber thanked the board members for their hard work.  
o August 10, 2023, is the next quarterly board meeting. 
 

Agenda Item #9 Adjourn 
Motion: James Henderson motioned to adjourn, seconded by Carla Hebert. 
 
Ashley Schaber - Yes 
Sara Rasmussen -  
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell - Yes 
 
It was resolved to adjourn at 6:12pm. 
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DEPARTMENT OF COMMERCE, COMMUNITY, AND ECONOMIC DEVELOPMENT 
DIVISION OF CORPORATIONS, BUSINESS AND PROFESSIONAL LICENSING 

BOARD OF PHARMACY 
 

CONDENSED MINUTES OF THE SPECIAL MEETING HELD JUNE 20, 2023 
(DRAFT) 

 
Date: June 20, 2023 

Time: 4:00pm – 6:00pm 

Location: Zoom Teleconference 

Attending: 

 
Board Members: Ashley Schaber, James Henderson, Carla Hebert, Ramsey Bell, Sara 
Rasmussen 
Staff: Michael Bowles 
 

Absent:  
 

Agenda Item #1. Roll Call/Call to Order 
On the record at 4:03pm. 
 
Roll Call: 
Ashley Schaber - Present 
Sara Rasmussen - Absent 
James Henderson - Present 
Carla Hebert - Present 
Ramsey Bell – Absent 
Sylvain Nouvion - Present 
 
Agenda Item #2 Review/Approve Agenda 
Ashley Schaber discussed the purpose of the meeting: focusing on prescriptive authority for pharmacists and the 
pharmacist’s role in Medication Assisted Treatment (MAT). 
 
Motion: Carla Hebert moved to approve the agenda for Special Board Meeting; James Henderson seconded the 
motion.  
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Absent 
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell – Absent 
Sylvain Nouvion – Yes 
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It was resolved to approve the agenda for the Special Board Meeting by a majority vote. 
 
Agenda Item #3 Ethics Disclosures 
Brief Discussion: Ashley Schaber disclosed she is a member of the AKPhA Legislative Committee. 

 
Agenda Item #4  
Discussion:  

• Matthew Kirkland, PharmD, BCGP, Alaska Veterans Affairs (VA) 
o Introduced himself to the audience and provided a presentation on pharmacist led Medication 

Assisted Treatment (MAT)/Substance Use Disorder (SUD) 
• Sara Rasmussen and Ramsey Bell joined the meeting at 4:18pm. 
• Anna Nelson, Executive Director, Interior AIDS Association commented on the slide presentation and 

stated she was impressed with services provided by the VA.  
• Dr. Shamsideen Musa, public attendee, commented and asked about the availability of these services 

throughout Alaska outside of the federal system. Answer by Matthew Kirkland - no ability, only 
available in federal facility. 

• Anna Nelson discussed Alaska’s Opioid Treatment Program (OTP) centers as being a methadone 
program. 

o Patients have to appear daily until stability is demonstrated. 
o Counseling is required. 
o Drug screening is required. 
o The VA system is similar to Alaska OTP centers. 
o Structure is 90% of what makes it work. Just throwing drugs at a problem doesn’t fix it. 
o Delicate balance of keeping people alive going from street drugs to prescribed medications. 
o In Fairbanks they offer suboxone and methadone. 

• Jennifer Stukey, Chief Operating Officer, Narcotic Drug Treatment Center, Inc. 
o Center has been operating in Alaska since 1974. 
o Currently provides seven programs throughout Alaska. 
o Highly regulated. 
o Always available for questions, keep a lot of data. 
o Stated her appreciation that a pharmacist is involved in the treatment program in the VA system 

since many of the traditional methods of treatment are difficult due to how difficult it is to treat 
fentanyl. 

o Methadone is the only treatment offered in Anchorage. 
• See presentation below titled “Pharmacist led MAT/SUD team”. 

 
Agenda Item #5 
Discussion: 

• Jennifer Adams, PharmD, EdD, FAPhA, FNAP, Idaho State University 
o Introduced herself to the audience and provided a presentation covering the following topics: 

 Define standard of care and bright line regulation as they relate to pharmacy 
practice. 

 Describe the pharmacist patient care process and how it was developed. 
 Discuss how regulatory models and regulatory capture impact the pharmacist's 

ability to fully implement the pharmacist patient care process. 
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 Describe lessons learned from one state that has implemented standard of care 
regulation. 

• Nicki Chopski, Executive Director, Idaho Board of Pharmacy 
o Discussed pharmacist prescriptive authority and Alaska’s statutory authority alongside Idaho’s 

stator authority. 
o Standard of Care model for regulatory and statutory guidance. 
o Bright Line Regulation. 
o Integrating “Standard of Care” into the guidelines for prescriptive authority.  

• Suggested regulation change language provided to the board. 
• James Henderson thanked Jennifer and Nicki for the information provided and stated this information 

will be helpful in addressing issues moving forward. 
• Carla Hebert stated this presentation is very interesting and a lot for the board to think about.  
• See presentation below titled “Perspectives on Implementing Standard of Care Regulation and its Impact 

on Pharmacist Independent Prescribing”. 
 
Agenda Item #6 Statutes and Regulations Committee 
Discussion: 

• Eric Metterhausen, PharmD, BCPS, CPP, CPH, Indian Health Service (IHS) 
o Introduced himself to the audience and provided a presentation on pharmacist prescriptive 

authority. 
• James Henderson stated he appreciated the presentation and the information provided to the board. 
• See presentation below titled “Pharmacist Prescriptive Authority – North Carolina Clinical Pharmacist 

Practitioners”. 
 

Agenda Item #7 Adjourn 
• Ashley Schaber stated the statute and regulation committee is planning a meeting for August 02, 2023, 

from 4:00pm – 6:00pm. 
• Next Quarterly meeting for the board is August 10, 2023, full day. 

 
Motion: Carla Hebert motioned to adjourn, seconded by James Henderson. 
 
Recorded Votes: 
Ashley Schaber - Yes 
Sara Rasmussen - Absent 
James Henderson - Yes 
Carla Hebert - Yes 
Ramsey Bell – Yes 
Sylvain Nouvion – Yes 
 
It was resolved to adjourn at 5:58pm. 
 
 

 
 



Pharmacist led MAT/SUD 
team

Presenter: Matthew Kirkland PharmD, BCGP



Anchorage Alaska VA SUD/MAT Overview

Step 2 program model
• Referral from Specialty Mental Health, Primary Care, Self referred
• Primary focus is to treat OUD/AUD patients and cooccurring disorders
• Patients require frequent follow ups, with closer lab monitoring/UDS
• Goal of 50 patients per provider
• Patients reevaluated every 90 days
Team members
• Prescriber with XDEA, APRN
• Pharmacist with prescribing privileges
• SUD nurse, RN
• Addition therapist, LCSW



Pharmacist with Prescribing Privileges

• Diagnosis must be in chart!!!
• Prescribe MAT for AUD (naltrexone, topiramate, 

acamprosate, disulfiram) + comfort meds
• Prescribe MAT for OUD (naltrexone only) plus 

comfort meds
• Prescribe/adjust medication for cooccurring 

disorder  (PTSD, Depression, Schizophrenia, etc.)
• Administer screenings (AUDIT-C, CIWA, PHQ-9, 

GAD-7, PCL-5 etc)
• Lab ordering, monitoring
• Enter consults for additional services (Job 

placement, Therapy, Inpatient treatment, Detox, 
etc.)

• Population management 



Prescribing Challenges Encountered without 
DEA
• Unable to order controlled medications (Benzodiazepine and Z-drug 

tapers, Outpatient alcohol withdrawal, buprenorphine/naloxone, 
ADHD medications)

• HUGE TIME SINK!!
• Needing DEA Provider to write for controls without seeing patient

• Stigma
• Difficulty finding provider for timely prescription

• Obtained Idaho pharmacist license in Sept 2021
• DEA license in October 2021



Loss of XDEA prescriber

XDEA  prescriber moved to lower 48 in 
October 2021, at that time MAT/SUD 
team had 7 Veterans utilizing 
buprenorphine/naloxone

• Initially discussed what to do with these 
patients. Ultimately patients were 
transferred to PharmD for monitoring

• SUD team unable to do 
buprenorphine/naloxone initiations

• These Veterans have been sent to 
community

SUD team relied heavily on referring 
providers and SUD therapist for 
diagnosing Veterans with AUD/OUD

XDEA requirement removed 12/29/22



Outcome of PharmD lead SUD team

AUD
• MAT prescribing for AUD increased from 10.8%-15.7% (VISN  11.69%)
• Naltrexone LAI 4.5% at Alaska VA compared to 0.58% at VISN level
• More severe AUD was able to remain with SUD team. 

• Outpatient alcohol withdrawal protocols initiated and continued by PharmD

OUD
• All 7 Veterans transferred to PharmD were maintained on buprenorphine/naloxone to present day

• Most Veterans tapered dose or converted to buprenorphine LAI

• SUD team currently have 15 Veterans utilizing buprenorphine for OUD
• Increase from 7-15 Veterans in 2 months

High Census was able to demonstrate continued need
• SUD psychiatrist hired April 2023 
• VA has hired additional SUD/MAT pharmacist who is currently in training
• Expect continued increase in OUD patients with pharmacists being a critical component
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Learning Objectives

• Define standard of care and bright line regulation as they relate 
to pharmacy practice.

• Describe the pharmacist patient care process and how it was 
developed.

• Discuss how regulatory models and regulatory capture impact 
the pharmacist's ability to fully implement the pharmacist 
patient care process.

• Describe lessons learned from one state that has implemented 
standard of care regulation.



Learning Activity

_____ population-based CPA
_____ standard of care regulation
_____ bright line regulation
_____ pharmacist patient care process



Definitions of Prescribing Activities

Activity Definition

Select When pharmacotherapy is necessary, and after review of an individual patient’s 
history, medical status, presenting symptoms, and current drug regimen, the 
clinician chooses the best drug regimen among available therapeutic options. 

Initiate After selecting the best drug therapy for an individual patient, the clinician also 
determines the most appropriate initial dose and dosage schedule and writes an 
order or prescription. 

Monitor Once drug therapy is initiated, the clinician evaluates response, adverse effects, 
therapeutic outcomes, and adherence to determine if the drug, dose, or dosage 
schedule can be continued or needs to be modified.

Continue After monitoring the current drug therapy of a patient, the clinician decides to 
renew or continue the same drug, dose, and dosage schedule.

Modify After monitoring a patient’s drug therapy, the clinician decides to make an 
adjustment in dose and/or dosage schedule, or may add, discontinue, or change 
drug therapy. 

Administer Regardless of who initiates a patient’s drug therapy, the clinician gives the drug 
directly to the patient, including all routes of administration. 

Carmichael JM, et al. Collaborative Drug Therapy Management by Pharmacists. 
Pharmacotherapy. 1997;17(5):1050-1061.



Continuum of Pharmacist 
Prescriptive Authority

Adams AJ, Weaver KK. 2016. The Continuum of Pharmacist Prescriptive Authority. Annals of Pharmacotherapy. Volume: 50 issue: 9, page(s): 778-784

Patient-
Specific CPA

Population-
Specific CPA

Statewide 
Protocol

Unrestricted 
(Category-
Specific)

Collaborative Prescribing Autonomous Prescribing

Most 
Restrictive

Least 
Restrictive



Idaho Pharmacist Prescribing Laws - History

• Dietary fluoride supplements
• Immunizations, for patients > 6 years old
• Opioid antagonists
• Epinephrine auto-injectors
• Tobacco Cessation
• TB Skin Testing
• …or under Collaborative Practice Agreements
• Chapter 4 of Idaho Board of Pharmacy Rules



Idaho Pharmacist Prescribing Laws - History

54-1704 Provisions for pharmacist prescribed products
• Drugs, drug categories, or devices that are limited to conditions that:

• (i) Do not require a new diagnosis;
• (ii) Are minor and generally self-limiting;
• (iii) Have a test that is used to guide diagnosis or clinical decision-making and are waived 

under the federal clinical laboratory improvement amendments of 1988 (CLIA-waived test); or
• (iv) In the professional judgment of the pharmacist, threaten the health or safety of the patient 

should the prescription not be immediately dispensed. In such cases, only sufficient quantity 
may be provided until the patient is able to be seen by another provider.

• The board shall not adopt any rules authorizing a pharmacist to prescribe a 
controlled drug.



Idaho Pharmacist Prescribing Laws



Existing Independent Prescribing Authority in AK

• Collaborative Practice Authority
• AS 08.80.168(a) – vaccines and related emergency 

medications
• AS 08.80.168(b) – opioid overdose drug



Existing Independent Prescribing Authority in AK

AS 08.80.337 Other patient care services . 
(a) A pharmacist may, under a collaborative practice agreement with a written protocol 
approved by a practitioner, provide patient care services. 
(b) A pharmacist may independently provide patient care services for 
(1) general health and wellness; 
(2) disease prevention; or 
(3) a condition that (A) is minor and generally self limiting; (B) has a test that is used to 
guide diagnosis or clinical decision-making and the test is waived under 42 U.S.C. 263a 
(Clinical Laboratory Improvement Amendments of 1988); or (C) falls under a statewide 
standing order from the chief medical officer in the Department of Health. 
(c) This section does not authorize a pharmacist to prescribe a prescription drug that the 
pharmacist is not otherwise authorized to prescribe. 
(d) In this section, "patient care services" means medical care services given in exchange 
for compensation intended to achieve outcomes related to the cure or prevention of a 
disease, elimination or reduction of a patient's symptoms, or arresting or slowing of a 
disease process.



Standard of Care Regulation 

• The “medical standard of care” is typically defined as the level and type of 
care that a reasonably competent and skilled health care professional, 
with a similar background and in the same medical community, would 
have provided under the circumstances. This is often considered within 
the context of actions that led to alleged malpractice.1

• The regulatory model based on the “standard of care” is determined by the 
individual circumstances that present in practice rather than specific 
requirements codified in law, allowing for flexibility as practice guidelines 
change, technology changes, and new knowledge is identified. This model 
requires less regulatory modification to keep pace with change.1

• Example: IDAPA 24.36.01.104.16 Standard of Care. Acts or omissions within the 
practice of pharmacy which fail to meet the standard provided by other qualified 
licensees or registrants in the same or similar setting.



Bright Line Regulation

• An objective rule that resolves a legal issue in a straightforward, 
predictable manner. A bright-line rule is easy to administer and 
leaves little room for varying interpretation.
• Example: Miranda v. Arizona (1966) establishing Miranda warning of 

rights to criminal suspects
• Example: IDAPA 24.36.01.213 Each pharmacist must complete fifteen 

(15) CPE hours each calendar year between January 1 and December 
31.



Scope of Practice 

The services that a qualified health care professional is deemed 
competent to perform and permitted to undertake in keeping with 

the terms of their professional licensure.



Scope of  Practice

• The activities that a health 
professional is permitted to 
engage in as defined by state laws 
and regulations

• Determined by the political 
process = geographical 
differences

• One-size-fits all: applies to all 
professionals in class

• Static (aside from law changes)

Clinical Ability

• The true competence and ability 
of  the health professional

• Determined by education, 
training, career experience, and 
practice environment

• Individualistic: recognizes 
professional heterogeneity

• Dynamic; advances with new 
education, technology, etc.

CANMAY
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Pharmacists Patient Care Process (PPCP)

• In 2014, the Joint Commission of Pharmacy Practitioners 
(JCPP) developed and released the Pharmacists’ Patient Care Process

• The PPCP is the profession’s systematic approach for pharmacist 
provision of care, regardless of the type of service or the pharmacy 
practice setting

• ACPE requires pharmacy schools include in curricula
• Consistent implementation across the profession is critically important to 

effectively measure the outcomes and value of pharmacists’ services, and 
so that consumers, health care providers, and payers have consistent 
expectations for the services they receive from pharmacist





Regulatory Impact on Implementation of the PPCP

4



4



Benchmarking the 
Regulatory Environment



Benchmarking the 
Regulatory Environment



Lessons Learned: Key Success Factors

• Keep the focus on public safety
• Strategic planning meetings to align the Board around direction 

and framework before getting into the rulemaking or legislation 
details

• Empower board staff to draft new rules or statute language and 
do not wordsmith in public meetings

• Place the burden of proof on those advocating to add back in or 
increase regulation 

• Create proper accountability measures for disciplining standard 
of care cases



Lessons Learned: Barriers to Reform

• General professional reticence 
• Judging policy by your own personal interests
• Treating every issue as brand new and not learning from the 

experiences of other professions or jurisdictions
• Defining requirements for every new task, business model, or 

facility type
• Adding new rules without a review/amendment/sunset process 

for the entire rule or other similar rules



Suggested Rule Changes for AK

OPTION A
Article 2 Personnel 
12 AAC 52. 205 PRACTICE OF PHARMACY: GENERAL APPROACH
To determine whether a specific act is within the scope of pharmacy practice in or into Alaska, or 
whether an act can be delegated to other individuals under their supervision, a licensee or registrant 
of the Board must independently determine whether:

01.Express Prohibition. The act is expressly prohibited by: 
a. The rules of the Alaska State Board of Pharmacy; or
b. Any other applicable state or federal laws or regulations. 

02. Education, Training, and Experience. The act is consistent with licensee or registrant’s 
education, training, and experience. 

03. Standard of Care. The act is within the accepted standard of care that would be provided in a 
similar setting by a reasonable and prudent licensee or registrant with similar education, 
training, and experience. 



Suggested Rule Changes for AK

OPTION B
Article 11 General Provisions
12 AAC 52. 996 DEFINITIONS
New (25) “standard of care” means care provided by a licensee or registrant that is within the 
accepted standard of care that would be provided in a similar setting by a reasonable and prudent 
licensee or registrant with similar education, training, and experience. 



Suggested Rule Changes for AK

Article 10 Alaska Disciplinary Guidelines

12 AAC 52.920 Disciplinary Guidelines 

(15) failing to use reasonable knowledge, skills or judgment in the practice of 
pharmacy

(a) Standard of Care. Acts or omissions within the practice of 
pharmacy which fail to meet the standard provided by other 
qualified licensees or registrants in the same or similar setting.
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my presentation.
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Government



Objectives

 Define Clinical Pharmacist Practitioners (CPPs) in North Carolina

 Discuss how CPPs have been integrated into practice at Cherokee Indian 
Hospital

 Discuss the impact made by CPPs

 Discuss some strengths and limitations of CPP licensure



Clinical Pharmacist Practitioners

 A CPP is a licensed pharmacist approved to provide drug therapy management, including 
controlled substances, under the direction of, or under the supervision of a licensed 
physician.

 Additional requirements beyond pharmacist licensure
 ASHP Residency and 2 years clinical experience
 Doctor of Pharmacy Degree with 3 years clinical experience and 1 certificate program
 B.S. Degree with 5 years clinical experience and two certificate programs
 35 hours of CE annually for renewal

 CPP protocol agreement
 List of medical conditions that can be referred to CPP
 List of medication classes authorized to be prescribed by CPP
 List of tests that can be ordered by CPP
 Emergency plan, consultation, supervision, quality control, and review

http://www.ncbop.org/pharmacists_cpp.htm
http://www.ncbop.org/faqs/Pharmacist/faq_CPPs.htm

http://www.ncbop.org/faqs/Pharmacist/faq_CPPs.htm
http://www.ncbop.org/faqs/Pharmacist/faq_CPPs.htm


CPPs at Cherokee Indian Hospital

 Originally utilized local policies and protocols for pharmacists to manage chronic disease 
states, such as anticoagulation, hypertension, and diabetes 

 In Sept. 2017 transitioned to utilizing CPP agreements to directly prescribe medications and 
greatly expanded disease state managed over time
 Diabetes, hypertension, asthma, tobacco use, hyperlipidemia, osteoporosis, hepatitis C, 

COPD, thyroid disorders, obesity, depression, anticoagulation, anxiety, COVID-19
 Continue to make recommendations in other disease states, but do not prescribe under our 

own names.

 6 full time CPPs for ~14,000 empaneled patients
 CPPs begin prescribing upon referral/consult from their supervising physician

 Referral initiated by physician, CPP, or nursing team
 CPP sees/calls patient as frequently as necessary
 Notes sent to PCP and PCP generally continues to see patient every 6 months
 Consults often completed when patient has reached goal



Relationship Based Care

 “They don’t care what you know until they know that you care”

 Patient-Centered Medical Home
 High quality, cost-effective primary care

 Culturally appropriate, team based approach

 Improved patient and provide satisfaction

 Preventative Care

 Cherokee Indian Hospital
 Every empaneled patient has an assigned Clinical Pharmacist Practitioner

 Learning the patients story and developing a relationship with patient

 Opportunities to impact health behaviors



Diabetes Management During COVID-
19
 CPPs utilized established relationships with patients 

 April 2020 through September 2020
 Converted over 1,000 visits to telephone or telehealth visits

 For those patients with initial A1cs >8%
 113 patients with 345 visits

 1.52 percentage point average decrease in A1c

 0.5 percentage point average decrease in A1c per each pharmacist visit



CIHA Hepatitis C

 Several staff members received training via in-person ECHO training in 2018

 Originally no HCV treatments on formulary

 Initiated an outpatient pharmacist-operated HCV protocol

 Expanded to an inpatient protocol

 In 2022 alone:
 86 patients obtained SVR 12.

 35 patients on treatment or awaiting SVR 12 labwork



Additional Impacts

 Over 800 documented clinical interventions per month in 2022

 Approximately $35,000 per month in collections based on visits.
 CPPs recognized as providers in NC Medicaid (~20% of patient population)

 Reduced wait time for Primary Care visits by 60%

 Brought 60% of consulted hypertension patient within goal with an average 
BP reduction of 16/5mmHg

 Decreased the number of patients utilizing tobacco products by 5%



Strengths of CPP licensure

 Provide ability for CPPs to prescribe medications and order labs, improving 
patient care and safety

 Reasonable licensure requirements

 Allow for additional billing opportunities through NC Medicaid

 Ability to prescribe controlled substances

 Ability to utilize back-up physicians



Limitations of CPP licensure 

 Requires referral/evaluation by supervising physician
 Many Primary Care Providers are NPs or PAs

 Supervising physician can only supervise up to 3 FTE CPPs

 Initial quality control meeting with CPP/supervising physician are monthly for the 
first 6 months, then every 6 months.

 Lengthy review process upon protocol updates

 Not recognized as a provider by Medicare or private insurers 

 Inability to diagnose

 Does not authorize physical examination



Questions?
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Department of Commerce, Community,
and Economic Development

DIVISION OF CORPORATIONS, BUSINESS AND
PROFESSIONAL LICENSING

550 West Seventh Avenue, Suite 1500
Anchorage, AK 99501-3567

Main: 907.269.8160
Fax: 907.269.8156

MEMORANDUM

DATE:

TO:

THRU:

FROM:

RE:

July 27, 2023

Board of Pharmacy

Erika Prieksat, Chief Investigator

Holly Handley, Investigator

Investigative Report for the August 10, 2023 Meeting

The following information was compiled as an investigative report to the Board for the period of April 07, 2023 thru July 
27, 2023; this report includes cases, complaints, and intake matters handled since the last report.

Matters opened by the Paralegals in Anchorage and Juneau, regarding continuing education audits and license action 
resulting from those matters are covered in this report.

OPEN - 74

Case Number Violation Type Case Status Status Date

OUT OF STATE PHARMACY

2023-000147 Violation of licensing regulation Intake 02/07/2023

2023-000349 Action in another state Intake 04/28/2023

2023-000680 Violation of licensing regulation Intake 06/22/2023

2023-000711 Unlicensed practice or activity Intake 06/23/2023

2023-000767 Violation of licensing regulation Intake 07/17/2023

2022-001054 Violation of licensing regulation Complaint 06/20/2023

2023-000283 Violation of licensing regulation Complaint 04/26/2023

2023-000359 License application problem Complaint 06/02/2023

2023-000365 Violation of licensing regulation Complaint 06/02/2023

2023-000402 Violation of licensing regulation Complaint 05/12/2023



2023-000616 Action in another state Complaint 07/24/2023

2023-000651 License application problem Complaint 06/26/2023

2023-000684 Violation of licensing regulation Complaint 07/07/2023

2023-000689 License application problem Complaint 07/07/2023

2023-000289 Contested license denial Monitor

2022-000434 Violation of licensing regulation Investigation 11/30/2022

2022-000476 Violation of licensing regulation Investigation 11/02/2022

2022-000745 Violation of licensing regulation Investigation 04/25/2023

2022-000746 Violation of licensing regulation Investigation 06/02/2023

2022-000826 Violation of licensing regulation Investigation 04/28/2023

2022-000976 Violation of licensing regulation Investigation 05/26/2023

2023-000072 Violation of licensing regulation Investigation 07/21/2023

2023-000078 Falsified application Investigation 07/20/2023

2023-000161 Violation of licensing regulation Investigation 06/02/2023

2023-000360 Violation of licensing regulation Investigation 07/10/2023

2023-000430 Unlicensed practice or activity Investigation 07/24/2023

PHARMACIST

2023-000766 Criminal action - conviction Intake 07/17/2023

PHARMACY

2023-000290 Violation of licensing regulation Intake 04/10/2023

2023-000692 Violation of licensing regulation Intake 06/27/2023

2023-000746 Compliance Inspection Intake 07/11/2023

2023-000799 Violation of licensing regulation Intake 07/24/2023

2023-000807 Violation of licensing regulation Intake 07/11/2023

2022-001188 License application problem Complaint 12/21/2022

2023-000260 Violation of licensing regulation Complaint 03/29/2023

2021-000775 Violation of licensing regulation Investigation 08/27/2021

2021-000776 Violation of licensing regulation Investigation 08/27/2021

2021-000784 Violation of licensing regulation Investigation 08/27/2021

2022-000634 Violation of licensing regulation Investigation 10/20/2022

Investigative Report to Board of Pharmacy
July 27, 2023
Page 2



2022-000782 Violation of licensing regulation Investigation 04/26/2023

2022-000905 Violation of licensing regulation Investigation 04/27/2023

PHARMACY TECHNICIAN

2022-001202 License application problem Complaint 01/10/2023

2023-000543 License application problem Complaint 06/15/2023

2023-000754 License application problem Complaint 07/25/2023

WHOLESALE DRUG DEALER

2023-000133 Violation of licensing regulation Intake 02/07/2023

2023-000683 Violation of licensing regulation Intake 06/21/2023

2023-000733 Violation of licensing regulation Intake 07/11/2023

2023-000753 Violation of licensing regulation Intake 07/17/2023

2023-000763 Violation of licensing regulation Intake 07/11/2023

2023-000764 Violation of licensing regulation Intake 07/11/2023

2023-000765 Violation of licensing regulation Intake 07/11/2023

2022-000978 Violation of licensing regulation Complaint 10/26/2022

2023-000142 Action in another state Complaint 04/26/2023

2023-000281 Violation of licensing regulation Complaint 05/05/2023

2023-000353 Violation of licensing regulation Complaint 05/02/2023

2023-000527 License application problem Complaint 06/13/2023

2023-000528 License application problem Complaint 06/13/2023

2022-000829 Violation of licensing regulation Investigation 04/26/2023

2022-000934 Unlicensed practice or activity Investigation 04/26/2023

2022-000935 Violation of licensing regulation Investigation 03/28/2023

2022-000936 Unlicensed practice or activity Investigation 04/26/2023

2022-000937 Unlicensed practice or activity Investigation 04/26/2023

2022-001033 Violation of licensing regulation Investigation 04/27/2023

2022-001034 Violation of licensing regulation Investigation 05/11/2023

2022-001035 Violation of licensing regulation Investigation 05/24/2023

2022-001036 Violation of licensing regulation Investigation 05/24/2023

2022-001046 Action in another state Investigation 03/28/2023

Investigative Report to Board of Pharmacy
July 27, 2023
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Closed - 33
Case # Violation Type Case Status ClosureClosed

2023-000020 Violation of licensing regulation Investigation 07/26/2023

2023-000126 Violation of licensing regulation Investigation 05/24/2023

2023-000139 Violation of licensing regulation Investigation 07/22/2023

2023-000186 Violation of licensing regulation Investigation 05/31/2023

2023-000194 Violation of licensing regulation Investigation 07/24/2023

2023-000288 Violation of licensing regulation Investigation 07/19/2023

2023-000345 Violation of licensing regulation Investigation 07/25/2023

2023-000403 Violation of licensing regulation Investigation 07/10/2023

2023-000366 Unlicensed practice or 
activity

Closed-Complaint 06/07/2023 Compliance

2023-000367 Unlicensed practice or 
activity

Closed-Complaint 06/01/2023 License Action

2023-000392 Unlicensed practice or 
activity

Closed-Complaint 06/01/2023 License Action

BUSINESS LICENSE

2023-000073 Violation of licensing 
regulation

Closed-Intake 04/26/2023 No Action - No 
Violation

OUT OF STATE PHARMACY

2022-001030 Violating professional 
ethics

Closed-Investigation 06/19/2023 Advisement Letter

2023-000155 License application 
problem

Closed-Investigation 06/06/2023 Application Withdrawn

PHARMACIST

2023-000152 Prescriptive practice Closed-Complaint 06/09/2023 No Action - No 
Violation

2022-001176 Continuing education Closed-Investigation 05/16/2023 Advisement Letter

2023-000160 Violation of licensing 
regulation

Closed-Investigation 04/18/2023 Advisement Letter

PHARMACIST IN CHARGE

2023-000539 Violation of licensing 
regulation

Closed-Intake 06/21/2023 Other (See Abstract)

PHARMACY

Investigative Report to Board of Pharmacy
July 27, 2023
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END OF REPORT

2023-000696 Compliance Inspection Closed-Intake 07/10/2023 Compliance

2023-000734 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2023-000735 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2023-000736 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2023-000737 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2023-000738 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2023-000742 Compliance Inspection Closed-Intake 07/18/2023 Compliance

2022-001101 Violation of licensing 
regulation

Closed-Complaint 06/09/2023 No Action - No 
Violation

2023-000074 Violation of licensing 
regulation

Closed-Complaint 07/27/2023 No Action - No 
Violation

2023-000131 Violation of licensing 
regulation

Closed-Complaint 06/05/2023 No Action - No 
Violation

2023-000198 Prescriptive practice Closed-Complaint 06/05/2023 No Action - No 
Violation

2023-000570 Compliance Inspection Closed-Division 
Inspection

06/22/2023 Compliance

2022-001183 Criminal action - 
conviction

Closed-Intake 05/25/2023 Review Complete

2023-000176 License application 
problem

Closed-Intake 05/09/2023 Review Complete

2023-000542 Continuing education Closed-Complaint 06/20/2023 No Action - No 
Violation

2023-000606 Continuing education Closed-Complaint 06/27/2023 No Action - No 
Violation

2023-000363 Continuing education Closed-Investigation 06/09/2023 Advisement Letter

2023-000364 Continuing education Closed-Investigation 05/16/2023 Advisement Letter

2023-000431 Unlicensed practice or 
activity

Closed-Investigation 07/24/2023 Advisement Letter

PHARMACY TECHNICIAN

2023-000123 License application 
problem

Closed-Intake 04/19/2023 Review Complete

2022-001185 Violation of licensing 
regulation

Closed-Complaint 06/16/2023 Other (See Abstract)

2023-000368 Violation of licensing 
regulation

Closed-Complaint 05/31/2023 Application Withdrawn

2022-000749 Violation of licensing 
regulation

Closed-Investigation 05/03/2023 License Action

WHOLESALE DRUG DEALER

Investigative Report to Board of Pharmacy
July 27, 2023
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Industry Update

Alaska Pharmacists Association
Brittany Keener, PharmD, MPH, BCPS, FAKPhA
President



Thank you!

● June 20 Special Meeting

● Regulations work, and working on technician licensing for high school student enrolled in 
programs leading to national certification



Upcoming Conference
● Health System Pharmacy and Leadership Conference ~ September 21-

23rd at Alyeska Resort
● Partnered with IHS - looking forward to having pharmacists from all 

across the state
● Great CE on clinical updates and leadership
● Hearing from Representative Ruffridge on advocacy, Dr. Jen Adams on 

building strength based teams, clinical updates on ischemic stroke, 
infectious disease / antibiotic stewardship, new drugs and more 

● We would love to have board of pharmacy members there to network 
with licensees  - if interested in attending please reach out for more info 
akpharmacistsassociation@gmail.com



Update on SB 121 

● No hearing in 2023 session
● Working during interim with coalition
● Met last week with our Tribal Health coalition representative (Dan Nelson 

from Chief Andrew Isaac), Board of Pharmacy Chair Ashley Schaber, 
AKPhA Executive Director, Senator Giessel (bill sponsor), Director of the 
Division of Insurance, Acting Director of AlaskaCare, and DOA Legislative 
Liaison

● FTC has reversed policies in support of PBMs 



ACPE Joint Providership for BOP Meetings

● AKPhA is excited to be working with the Board to enter a joint providership agreement

● Once finalized, the Association would accredit certain agenda items of BOP meetings for CE 
credit

● This is a great partnership opportunity and will hopefully drive participation by licensees in BOP 
meetings
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Question: Does the Board of Pharmacy have authority to issue reciprocal disciplinary action on a 
facility licensed in Alaska but located outside of the state based on license discipline that occurred 
in a different jurisdiction? (Also including a few more “break down” questions below.) 
 
Example – ABC Wholesaler, located in Dallas, TX, is licensed as a Wholesale Drug Distributor 
(WDD) in 10 other states including Alaska. Their home jurisdiction is Texas, but their Alabama 
license has been suspended by the Alabama Board of Pharmacy for sending controlled substances 
into the state of Alabama from their Texas facility without a DEA registration number. 
 
1. Does the Alaska Board of Pharmacy have the statutory authority to take reciprocal action on 
the Alaska WDD license based on the Alabama suspension? AS 08.80.157 gives the Board the 
authority to suspend or revoke the license after it learns of a violation of a federal, state, or 
local law (i.e., the suspension). Alaska can give notice to the licensee that it has become aware of 
the action and that it intends to take action based upon that (Notice of Complaint). The licensee 
then has the opportunity to respond. Suspension/Revocation is not automatic and Alaska still has 
to go through its processes. How/why is the action in another state a problem? In other words, 
Alaska still has to articulate why the action which led to the suspension in State 1 is a health, safety 
concern for Alaska or a violation of Alaska statute. If a licensee if suspended because they were 
10 days late in paying their renewal fee, Alaska would have a very difficult road. Versus the 
licensee (facility) was suspended because they were selling unsafe products and refused to comply 
with an FDA recall request. The board then has a strong argument that they risked public safety. 
Best if Alaska can tie the violation to something enumerated in AS 08.80.157(h)(4). 
 
2. Does the Alaska Board of Pharmacy have the statutory authority to take reciprocal action on 
the Alaska WDD license if the Texas license if affected by this suspension since it is the home 
jurisdiction? Home jurisdiction is irrelevant so long as there was an action which fits under AS 
08.80.157(h)(1) – a finding by the board of a violation of federal, state or local law “relating to the 
practice of pharmacy, drug samples, wholesale or retail drug or device distribution, or distribution 
of controlled substances.” The statute does not have a limitation to the action having to have 
occurred only in the original licensing home jurisdiction. 
 
3. Does the Alaska Board of Pharmacy have the statutory authority to take any action at all on 
the Alaska WDD license for any action outside of the state of Alaska? Yes. See AS 08.80.157(h)(1) 
and AS 08.80.157(h)(4). (This is another way of asking the above two questions.) 
 
Process wise, the board proceeds just like it would with a local pharmacist who broke a rule. Notice 
of Complaint, Notice of Investigation – attempt to get Consent Agreement and if that fails, 
Accusation, etc. The fact that the wholesaler is out-of-state and/or has a licensee elsewhere has no 
bearing. The pharmacy statutes, while clunky, do get the board where they are wanting to go. 
Moreover, the facility is likely required to disclose the matter on their renewals per the professional 
fitness questions. If they fail to do so, there are additional grounds for action based upon the failure 
to disclose. 



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 
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Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 TESTOSTERON ENAN 1,000 MG/5 ML 00143975001 TESTOSTERONE ENANTHATE 200 MG/ML VIAL (SDV,MDV OR ADDITIVE)  (ML)20

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY WILL LOCK TESTOSTERONE ENANTHATE IM INJ IN OIL 200 MG/ML IN THE CII CABINET AND PERFORM A MONTHLY AUDIT 
EVERY MONTH FOR THE NEXT THREE MONTHS OR UNTIL THECAUSE OF THE LOSS HAS BEEN DETERMINED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

LILIYA VOROBEY

PHARMACY MANAGER May 11, 2023

Page 3 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 

 

11431 BUSINESS BLVD

EAGLE RIVER AK 99577

ERIN MURPHY

S1807C01@SAFEWAY.COM 9077260760

0

CHAIN PHARMACY

PACKAGING DISCREPANCY: 

1

5XWWK5ME097R

April 20, 2023

Page 1 of 3

BC2462769

CARR-GOTTSTEIN FOODS, CO.



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 CLONAZEPAM 0.5 MG TABLET 16729013600 CLONAZEPAM 0.5 MG TABLET 12

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY STAFF WILL CONDUCT AN AUDIT EACH TIME CLONAZEPAM 0.5 MG TAB IS DISPENSED UNTIL THE CAUSE OF LOSS IS 
IDENTIFIED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

ERIN MURPHY

PHARMACY MANAGER May 11, 2023

Page 3 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 
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Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 PREGABALIN 100 MG CAPSULE 62332012290 PREGABALIN 100 MG CAPSULE (HARD, SOFT, ETC.)90

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY WILL AUDIT PREGABALIN 100 MG EVERY MONTH FOR THE NEXT THREE MONTHS, OR UNTIL THE CAUSE OF THE LOSS 
HAS BEEN DETERMINED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

NANA MCMILLAN

PHARMACY MANAGER May 08, 2023

Page 3 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 
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Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 DEXMETHYLPHENIDATE 5 MG TAB 57664037888 DEXMETHYLPHENIDATE HCL 5 MG TABLET 5

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY WILL AUDIT DEXMETHYLPH 5 MG EVERY MONTH FOR THE NEXT THREE MONTHS, AND BACK-COUNT AND DOCUMENT ON 
THE MFG. BOTTLES, DOUBLE COUNT PRESCRIPTIONS OR UTIL THE CAUSE OF THE LOSS HAS BEEN DETERMINED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

OLGA BROPHY

DIVISIONAL PHARMACY MANAGER May 11, 2023

Page 3 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 
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Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 ALPRAZOLAM 2 MG TABLET 00228203910 ALPRAZOLAM 2 MG TABLET 90

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY STAFF WILL CONDUCT A MONTHLY AUDIT OF ALPRAZOLAM 2 MG TAB FOR THE NEXT 3 MONTHS OR UNTIL THE CAUSE OF 
LOSS IS IDENTIFIED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

OLGA BROPHY

PHARMACY June 06, 2023

Page 3 of 3











Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

Type of Report:  (check one box only)  New Report       Amendment Key (prior report dated): ___________________________________ 

1. DEA Registration Number: ___________________________________________________________________________________________

Name of Business: __________________________________________________________________________________________________________

Address: ___________________________________________________________________________________________________________________

City: ______________________________________________________________________ State: ____________  ZIP Code: _____________________

Point of Contact: ________________________________________________________________________________

Email Address: _____________________________________________________________              Phone No.: _______________________________

Date of the Theft or Loss (or first discovery of theft or loss): __________________________   Number of Thefts and Losses in the past 24 months: ___________ 

Principal Business of Registrant: ______________________________________________________________________________________________________ 

2. Type of theft or loss: __________________________________________________________________________________________________________________________ 

3. Loss in Transit.  (*Fill out this section only if there was a loss in transit, or hijacking of transport vehicle.) 

Name of Common Carrier: _________________________________________________________________________________________________________

Telephone Number of Common Carrier: _____________________________________ Package Tracking Number: __________________________________ 

Have there been losses in transit from this same carrier in the past?  No  Yes (If yes, how many, excluding this theft or loss?): __________ 
Was the package received and accepted by the consignee?  No  Yes (If yes, the consignee is responsible for reporting the theft or loss.) 
If the package was accepted by the consignee, did it appear to be tampered with?  No  Yes 

Name of Consignee / Supplier: _________________________________________________________________________________________________________ 
Enter the Name of Consignee (if reported by the supplier), or the Name of Supplier (if the package was accepted by the consignee). 
If the consignee does not have a DEA Registration Number, e.g. if this was a shipment to a patient, or a nursing home emergency kit, enter "Patient" or "Nursing Home Kit." 

DEA Registration Number of Consignee / Supplier: _____________________________________________ 
Enter the DEA Registration Number of Consignee (if reported by the supplier), or DEA Registration Number of Supplier, (if the package was accepted by the consignee).  If the 
controlled substances were shipped to a non-registrant, leave blank, unless a registered pharmacy shipped to an emergency kit held on site at a nursing home.  In this case, the 
supplying pharmacy is required to report the theft or loss. 

4. If this was a robbery, were any people injured?  No   Yes (If yes, how many?): ______Were any people killed?  No  Yes (If yes, how many?): _______

5. Purchase value to Registrant of controlled substances taken?: $ _________________________________________

6. Were any pharmaceuticals or merchandise taken?  No   Yes (Est. Value): _______________________________

7. Was theft reported to Police?  No  Yes (If yes, fill out the following information): 

Name of Police Department: ______________________________________________________________ Police Report number: ______________________ 

Name of Responding Officer: _____________________________________________________________________ Phone No.: ________________________ 

8. Which corrective measure(s) have you taken to prevent a future theft or loss? 
 Installed monitoring equipment (e.g. video camera).  Provided security training to staff. 
 Increased employee monitoring (e.g. random drug tests).  Requested increased security patrols by Police. 
 Installed metal bars or other security on doors or windows.  Hired security guards for premises. 
 Secured Controlled Substances within safe.  Terminated employee. 
 Other (Please describe on last page). 
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Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp. Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

LIST OF CONTROLLED SUBSTANCES LOST 

Trade Name of Substance or Preparation NDC Number Name of Controlled Substance in Preparation Dosage Strength Dosage Form 
Total Quantity 
Lost or Stolen 

1 ALPRAZOLAM 0.25 MG TABLET 00228202710 ALPRAZOLAM 0.25 MG TABLET 30

Page 2 of 3



Report of Theft or Loss of Controlled Substances 
OMB No. 1117-0001 (Exp Date 7/31/2023)

U.S. Department of Justice 
Drug Enforcement Administration 

Diversion Control Division DEA FORM 106

DEA FORM-106 (Previous editions are obsolete.) 

9. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?: 

10. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers: 

Describe any other corrective measure(s) you have taken to prevent a future theft or loss: 

Enter remarks, if required.  Description of how theft or loss occurred.  Attach a separate sheet, if necessary: 

The foregoing information is correct to the best of my knowledge and belief: By signing my full name in the space below, I hereby certify that the foregoing information furnished 
on this DEA Form 106 is true and correct, and understand that this constitutes an electronic signature for purposes of this reporting requirement only. 

Signature: ______________________________________________________ 

Title:_________________________________________________________             Date Signed:_____________________________  

 

NOTICE: In accordance with the Paperwork Reduction Act of 1995, no person is required to respond to a 
collection of information unless it displays a valid OMB control number. The valid OMB control number for 
this collection of information is 1117-0001. Public reporting burden for this collection of information is 
estimated to average 20 minutes per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information. 
Freedom of Information: Please prominently identify any confidential business information per 28 CFR 
16.8(c) and Exemption 4 of the Freedom of Information Act (FOIA). In the event DEA receives a FOIA 
request to obtain such information, DEA will give written notice to the registrant to obtain such 
information. DEA will give written notice to the registrant to allow an opportunity to object prior to the 
release of information. 

Privacy Act Information 

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513). 

PURPOSE: Reporting of unusual or excessive theft or loss of a Controlled Substance. 

ROUTINE USES: The Controlled Substances Act authorizes the production of special reports 
required for statistical and analytical purposes. Disclosures of information from this system are 
made to the following categories of users for the purposes stated: 

A. Other Federal law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

B. State and local law enforcement and regulatory agencies for law enforcement and
regulatory purposes. 

EFFECT: Failure to report theft or loss of Controlled Substances may result in penalties 
under Section 402 and 403 of the Controlled Substances Act.

THE PHARMACY STAFF WILL CONDUCT A MONTHLY AUDIT OF ALPRAZOLAM 0.25 MG TABLETS FOR THE NEXT 6 MONTHS OR UNTIL THE 
CAUSE OF LOSS IS IDENTIFIED.

DUE TO THE VARIANCE DISCOVERED AND THE FREQUENCY OF DISPENSING OF THIS PRODUCT, WE HAVE NO EVIDENCE TO SUPPORT 
ANY OTHER EXPLANATION FOR THIS LOSS.

REBECCA AUSTRIA

PHARMACY MANAGER July 17, 2023
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ALASKA STATE MEDICAL BOARD CHECKLIST -   
PHYSICIAN-PHARMACIST COOPERATIVE PLAN 

(Drafted 6-22-21, Revised 9-17-21)  Page 1 of 2  

 

Cooperative Plan (License Record) Number: ________________ 
 
Physician Name(s):    ______________________________________        License No. _________________ 
           ______________________________________        License No. _________________ 

         ______________________________________        License No. _________________ 
 
Pharmacist Name (s): ______________________________________  License No. _______________ 

          ______________________________________        License No. _________________ 
          ______________________________________        License No. _________________ 

 
Date Received:           ______________________________________ 
 
Written Proposed Agreement addresses the following elements: 
   

1. Includes types of cooperative practice decisions the physician is granting to the pharmacist     No     Yes   
Check all that apply: 

 Types of diseases or conditions:  List _____________________________________________________ 
______________________________________________________________________________________ 

 Types of medications or medication categories: List __________________________________________ 
______________________________________________________________________________________ 
 

2. Includes procedures, decision criteria or plans the pharmacist must follow when making therapeutic decisions, 
particularly when initiating or modifying medications.      No     Yes 
_______________________________________________________________________________________ 

3. Includes expectations and requirements for the pharmacist to follow with respect to documentation of decisions 
made, and a plan for communication and feedback to the physician regarding decisions made  No     Yes 
_______________________________________________________________________________________ 

4. Includes a plan for the physician to review decisions made by the pharmacist at least once every three months. 
 No     Yes 

_______________________________________________________________________________________ 
5. Includes a plan for the pharmacist to provide the physician any patient records created under the agreement. 

 No     Yes 
_______________________________________________________________________________________ 

6. Includes a provision that allows the physician to override the agreement if the physician considers it medically 
necessary or appropriate.         No     Yes 
_______________________________________________________________________________________ 

7. Includes an acknowledgement that the physician will not receive any compensation from the pharmacist or 
pharmacy as a result of the care or treatment of any patient under the agreement.   No     Yes 
_______________________________________________________________________________________ 

8. Includes a prohibition against the administration or dispensing of any schedule I, II. III or IV controlled 
substances.           No     Yes 
_______________________________________________________________________________________ 
 

Comments:  _____________________________________________________________________________________ 
 
 
Date Application Complete/forwarded to Board Member for Review:   __________      Examiner: __________________ 
 
 
 
 



ALASKA STATE MEDICAL BOARD CHECKLIST -  
PHYSICIAN-PHARMACIST COOPERATIVE PLAN 

(Drafted 6-22-21, Revised 9-17-21) Page 2 of 2 

BOARD MEMBER REVIEW FOR APPROVAL 
  APPROVED    HOLD FOR BOARD   INTERVIEW REQUIRED 

Comments: 
Date Issued: 

    VALID FOR 6 MONTHS 
Signed:      Date 

PHARMACY BOARD DELEGATE ENDORSEMENT

ENDORSEMENT APPROVED YES NO

Comments if "NO" to above:
_______________________________________________________________________________________
_____________________________________________________________________________________
______________________________________________________________________________________

Endorsed by: ______________________________ Signature/Date: ________________________________



From: RICHARD WEIN
To: Norberg, Natalie M (CED)
Subject: Physician-Pharmacy Agreement
Date: Monday, July 3, 2023 10:41:22 AM

CAUTION: This email originated from outside the State of Alaska mail system. Do not click links or open
attachments unless you recognize the sender and know the content is safe.

Good Morning
I have reviewed the Physician-Pharmacy Agreements of the following physicians:
Shamsideen Musa, MD Coop plan #211093
Donna Jones, MD Coop plan #210003
Upon review, I approve of their agreements.
Richard Wein, MD
ASMB

Sent from my iPad

mailto:rjanwein@aol.com
mailto:natalie.norberg@alaska.gov


















Physician-Pharmacist Cooperative Practice Agreement Application 

Under 12 AAC 40.983, a physician may participate in a cooperative agreement with a pharmacist by submitting this application and 
copy of the protocol to the State Medical Board for approval. A "cooperative practice agreement" is an agreement by which a physician 
authorizes a pharmacist to manage a patient's medication therapy. 

The Board of Pharmacy must also endorse the approval before a physician and pharmacist can engage in the agreement. This is a joint 
application; there is no need to submit separate applications to each board. 

PART I Application Type 

Application Type:  New Agreement  Renewal  Modification of Existing Agreement  Termination of Agreement 

PART II Cooperative Practice History 

1. Agreement number for renewal, modification, and termination application types only:

2. If a modification, describe what protocols have changed since the cooperative practice was initially issued or last renewed (e.g.,
 new designation types added or removed): 

3. If a renewal, please confirm the protocols and services provided under the existing cooperative practice agreement have not
 changed since initially issued or last renewed, whichever is most recent. (If there have been changes, apply by modification.) 

Original Agreement Date: 

Requested Effective Dates 
for Agreement:* 

Start Date: End Date: 

*May not exceed two years.

PART III Designation Types 

Protocol Type: 
 Ropivacaine Nerve Block Travel Medication Immunizations Hypertension 

 Emergency Contraception Anticoagulation Other Emergency Medication 
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Alaska State Medical Board 
PO Box 110806, Juneau, AK 99811 

Phone: (907) 465-2550 
Email: MedicalBoard@Alaska.Gov 

Website: ProfessionalLicense.Alaska.Gov/StateMedicalBoard 

THE STATE

ALASKA 
of Department of Commerce, Community, and Economic Development 

Division of Corporations, Business and Professional Licensing 

ProfessionalLicense.Alaska.Gov/StateMedicalBoard


PART IV Physician Information 

Physician Name: License Number: 

Email Address: Phone Number: 

Employer Name: Physician Type: 

PART V Additional Physicians 
Please list additional participating physicians involved in the cooperative practice agreement, if known.  Attach additional pages, 
if needed.  

Physician Name Alaska License Number Expiration Date 

PART VI Pharmacy Information 

Pharmacy Name: Alaska Pharmacy 
License Number: 

Pharmacy Email 
Address:  

Pharmacy Physical 
Address:  

  Street    City    State    Zip 

PART VII Pharmacist Information 
Cooperating 
Pharmacist Name: 

License Number: 

Email Address: Phone Number: 

Are you the Pharmacist-in-Charge? Yes No 

08-4410 (Rev. 07/08/2022)  Physician-Pharmacist Cooperative Practice Agreement  Page 2 of 3 
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PART VIII Cooperative Practice Protocol Details (12 AAC 40.983) 

1. Does the protocol contain an agreement in which physicians authorized to prescribe legend drugs
in this state authorize pharmacists licensed in this state to administer or dispense in accordance 
with that written protocol?

Yes No 

2. Does the protocol contain a statement identifying the physicians authorized to prescribe and the
pharmacists who are party to the agreement?

Yes No 

3. Is a time period for the protocol specified? (May not exceed two years.) Yes No 

4. Does the protocol include the types of collaborative authority decisions that the pharmacists are
authorized to make, including:

A. Types of diseases, drugs, or drug categories involved and the type of collaborative
authority authorized in each case?

B. Procedures, decision criteria, or plans the pharmacists are to follow when making
therapeutic decisions, particularly when modification or initiation of drug therapy is
involved?

Yes No 

5. Does the protocol include activities the pharmacists are to follow in the course of exercising
collaborative authority, including documentation of decisions made, and a plan for communication
and feedback to the authorizing practitioners concerning the specific decisions made?

Yes No 

6. Does the protocol contain a list of the specific types of patients eligible to receive services under
the written protocol?

Yes No 

7. Does the protocol include a plan for the authorizing practitioners to review the decisions made by
the pharmacist at least once every three months?

Yes No 

8. Does the protocol include a plan for providing the authorizing physicians with each patient record
created under the written protocol?

Yes No 

9. Are the authorizing physicians in active practice, and is the prescriptive authority within the scope
of the practitioners’ practice?

Yes No 

10. Does the protocol specify and require completion of additional training, if required for the 
procedures authorized under the protocol?

Yes No 

PART IX Agreement 

For Physicians: By providing my signature below, I acknowledge that I will also comply with all provisions required by the State 
Medical Board’s Cooperative Practice Agreement regulations. 

For Pharmacists: By providing my signature below, I acknowledge that a signed copy of the approved collaborative practice 
application and protocols must remain at the pharmacy location at all times as required by 12 AAC 52.240(i). 

Attach a copy of your written protocol. 

Cooperating Physician 
Signature:  

Date Signed: 

Cooperating 
Pharmacist Signature: 

Date Signed: 
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ALASKA STATE MEDICAL BOARD CHECKLIST -   
PHYSICIAN-PHARMACIST COOPERATIVE PLAN 

(Drafted 6-22-21, Revised 9-17-21)  Page 1 of 2  

 

Cooperative Plan (License Record) Number: ________________ 
 
Physician Name(s):    ______________________________________        License No. _________________ 
           ______________________________________        License No. _________________ 

         ______________________________________        License No. _________________ 
 
Pharmacist Name (s): ______________________________________  License No. _______________ 

          ______________________________________        License No. _________________ 
          ______________________________________        License No. _________________ 

 
Date Received:           ______________________________________ 
 
Written Proposed Agreement addresses the following elements: 
   

1. Includes types of cooperative practice decisions the physician is granting to the pharmacist     No     Yes   
Check all that apply: 

 Types of diseases or conditions:  List _____________________________________________________ 
______________________________________________________________________________________ 

 Types of medications or medication categories: List __________________________________________ 
______________________________________________________________________________________ 
 

2. Includes procedures, decision criteria or plans the pharmacist must follow when making therapeutic decisions, 
particularly when initiating or modifying medications.      No     Yes 
_______________________________________________________________________________________ 

3. Includes expectations and requirements for the pharmacist to follow with respect to documentation of decisions 
made, and a plan for communication and feedback to the physician regarding decisions made  No     Yes 
_______________________________________________________________________________________ 

4. Includes a plan for the physician to review decisions made by the pharmacist at least once every three months. 
 No     Yes 

_______________________________________________________________________________________ 
5. Includes a plan for the pharmacist to provide the physician any patient records created under the agreement. 

 No     Yes 
_______________________________________________________________________________________ 

6. Includes a provision that allows the physician to override the agreement if the physician considers it medically 
necessary or appropriate.         No     Yes 
_______________________________________________________________________________________ 

7. Includes an acknowledgement that the physician will not receive any compensation from the pharmacist or 
pharmacy as a result of the care or treatment of any patient under the agreement.   No     Yes 
_______________________________________________________________________________________ 

8. Includes a prohibition against the administration or dispensing of any schedule I, II. III or IV controlled 
substances.           No     Yes 
_______________________________________________________________________________________ 
 

Comments:  _____________________________________________________________________________________ 
 
 
Date Application Complete/forwarded to Board Member for Review:   __________      Examiner: __________________ 
 
 
 
 



ALASKA STATE MEDICAL BOARD CHECKLIST -  
PHYSICIAN-PHARMACIST COOPERATIVE PLAN 

(Drafted 6-22-21, Revised 9-17-21) Page 2 of 2 

BOARD MEMBER REVIEW FOR APPROVAL 
  APPROVED    HOLD FOR BOARD   INTERVIEW REQUIRED 

Comments: 
Date Issued: 

    VALID FOR 6 MONTHS 
Signed:      Date 

PHARMACY BOARD DELEGATE ENDORSEMENT

ENDORSEMENT APPROVED YES NO

Comments if "NO" to above:
______________________________________________________________________________________
______________________________________________________________________________________
______________________________________________________________________________________

Endorsed by: ______________________________ Signature/Date: ________________________________



From: RICHARD WEIN
To: Norberg, Natalie M (CED)
Subject: Physician-Pharmacy Agreement
Date: Monday, July 3, 2023 10:41:22 AM

CAUTION: This email originated from outside the State of Alaska mail system. Do not click links or open
attachments unless you recognize the sender and know the content is safe.

Good Morning
I have reviewed the Physician-Pharmacy Agreements of the following physicians:
Shamsideen Musa, MD Coop plan #211093
Donna Jones, MD Coop plan #210003
Upon review, I approve of their agreements.
Richard Wein, MD
ASMB

Sent from my iPad

mailto:rjanwein@aol.com
mailto:natalie.norberg@alaska.gov


Physician-Pharmacist Cooperative Practice Agreement Application 

Under 12 AAC 40.983, a physician may participate in a cooperative agreement with a pharmacist by submitting this application and 
copy of the protocol to the State Medical Board for approval. A "cooperative practice agreement" is an agreement by which a physician 
authorizes a pharmacist to manage a patient's medication therapy. 

The Board of Pharmacy must also endorse the approval before a physician and pharmacist can engage in the agreement. This is a joint 
application; there is no need to submit separate applications to each board. 

PART I Application Type 

Application Type:  New Agreement  Renewal  Modification of Existing Agreement  Termination of Agreement 

PART II Cooperative Practice History 

1. Agreement number for renewal, modification, and termination application types only:

2. If a modification, describe what protocols have changed since the cooperative practice was initially issued or last renewed (e.g.,
 new designation types added or removed): 

3. If a renewal, please confirm the protocols and services provided under the existing cooperative practice agreement have not
 changed since initially issued or last renewed, whichever is most recent. (If there have been changes, apply by modification.) 

Original Agreement Date: 

Requested Effective Dates 
for Agreement:* 

Start Date: End Date: 

*May not exceed two years.

PART III Designation Types 

Protocol Type: 
 Ropivacaine Nerve Block Travel Medication Immunizations Hypertension 

 Emergency Contraception Anticoagulation Other Emergency Medication 
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Alaska State Medical Board 
PO Box 110806, Juneau, AK 99811 

Phone: (907) 465-2550 
Email: MedicalBoard@Alaska.Gov 

Website: ProfessionalLicense.Alaska.Gov/StateMedicalBoard 

THE STATE

ALASKA 
of Department of Commerce, Community, and Economic Development 

Division of Corporations, Business and Professional Licensing 

ProfessionalLicense.Alaska.Gov/StateMedicalBoard


PART IV Physician Information 

Physician Name: License Number: 

Email Address: Phone Number: 

Employer Name: Physician Type: 

PART V Additional Physicians 
Please list additional participating physicians involved in the cooperative practice agreement, if known.  Attach additional pages, 
if needed.  

Physician Name Alaska License Number Expiration Date 

PART VI Pharmacy Information 

Pharmacy Name: Alaska Pharmacy 
License Number: 

Pharmacy Email 
Address:  

Pharmacy Physical 
Address:  

  Street    City    State    Zip 

PART VII Pharmacist Information 
Cooperating 
Pharmacist Name: 

License Number: 

Email Address: Phone Number: 

Are you the Pharmacist-in-Charge? Yes No 
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PART VIII Cooperative Practice Protocol Details (12 AAC 40.983) 

1. Does the protocol contain an agreement in which physicians authorized to prescribe legend drugs
in this state authorize pharmacists licensed in this state to administer or dispense in accordance 
with that written protocol?

Yes No 

2. Does the protocol contain a statement identifying the physicians authorized to prescribe and the
pharmacists who are party to the agreement?

Yes No 

3. Is a time period for the protocol specified? (May not exceed two years.) Yes No 

4. Does the protocol include the types of collaborative authority decisions that the pharmacists are
authorized to make, including:

A. Types of diseases, drugs, or drug categories involved and the type of collaborative
authority authorized in each case?

B. Procedures, decision criteria, or plans the pharmacists are to follow when making
therapeutic decisions, particularly when modification or initiation of drug therapy is
involved?

Yes No 

5. Does the protocol include activities the pharmacists are to follow in the course of exercising
collaborative authority, including documentation of decisions made, and a plan for communication
and feedback to the authorizing practitioners concerning the specific decisions made?

Yes No 

6. Does the protocol contain a list of the specific types of patients eligible to receive services under
the written protocol?

Yes No 

7. Does the protocol include a plan for the authorizing practitioners to review the decisions made by
the pharmacist at least once every three months?

Yes No 

8. Does the protocol include a plan for providing the authorizing physicians with each patient record
created under the written protocol?

Yes No 

9. Are the authorizing physicians in active practice, and is the prescriptive authority within the scope
of the practitioners’ practice?

Yes No 

10. Does the protocol specify and require completion of additional training, if required for the 
procedures authorized under the protocol?

Yes No 

PART IX Agreement 

For Physicians: By providing my signature below, I acknowledge that I will also comply with all provisions required by the State 
Medical Board’s Cooperative Practice Agreement regulations. 

For Pharmacists: By providing my signature below, I acknowledge that a signed copy of the approved collaborative practice 
application and protocols must remain at the pharmacy location at all times as required by 12 AAC 52.240(i). 

Attach a copy of your written protocol. 

Cooperating Physician 
Signature:  

Date Signed: 

Cooperating 
Pharmacist Signature: 

Date Signed: 
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Physician-Pharmacist Cooperative Practice Agreement (CPA)

Introduction/Goal:

Pharmacist-integrated clinics have been shown to improve patients’ quality of life,
reduce drug-related problems, improve medication compliance, and lower medical
costs.

The goal of this agreement is to improve care, achieve optimal outcomes, and provide
continuity of care to patients through the provision of pharmacy patient care services
which include therapy care plan development, medication management, education,
monitoring, and follow-up. To enhance collaborative patient care, the pharmacist(s) will
be delegated the authority to obtain a patient's medical history, order and evaluate
laboratory results, conduct limited examinations, and make medical decisions including
initiating, modifying, or discontinuing treatment when appropriate with their scope of
practice.

This cooperative practice agreement is between Shamsideen Musa, MD, MS, a
licensed physician in the State of Alaska, and Obinna Alu, PharmD, MBA, BCGP,
a licensed pharmacist in the State of Alaska. The purpose of this agreement is to
allow the pharmacist to practice as a pharmacist provider (as defined below) to
initiate and modify drug therapy under the supervision of the physician.

Pharmacist Provider: A pharmacist in an organized collaborative practice clinic that
provides cognitive, interpretive, strategic, educative and definitive services to patients
with acute, chronic and preventive medical conditions. Once initial care has been
established between the patient and physician, the pharmacist provider works to
continue/maintain care nearly independently with oversight from the medical licensed
provider.

Cooperative Practice Agreement Scope

The pharmacist is authorized to initiate and modify drug therapy for the following
conditions per the guidelines, governing bodies and criteria defined below:

● Hypertension
a. The Joint National Committee on Prevention, Detection, Evaluation and

Treatment of High Blood Pressure (JNC)
i. Patient with hypertension not at goal (>130/80mmHg) while on

blood pressure
● Diabetes

a. American Diabetes Association
i. Patient diagnosed with diabetes, but not at goal A1c
ii. A1c goal will be dependent on baseline A1c at referral, patient age,



and comorbidities
iii. New insulin start
iv. Newly diagnosed patient with diabetes
v. Patient is currently on anti-hyperglycemic medication
vi. Patient currently having issues with medication regimen (i.e., side

effects, pill burden, drug interactions, access or cost issues,
allergies)

● Polypharmacy
a. Medication-specific Prescribing Information (PI) as approved by the

Federal Drug Administration (FDA)
i. Patient currently prescribed > 8 medications or
ii. Patient currently having medication management issues

● Hyperlipidemia
a. ACC/AHA Blood Cholesterol Guideline

i. Patient diagnosed with hyperlipidemia and qualifies for initiation of
lipid-lowering therapy

ii. On lipid-lowering medications but suboptimal therapeutic response
iii. Inability to tolerate lipid-lowering medications

● Asthma
a. National Asthma Education and Prevention Program (NAEPP)
b. Patients with at least 2 of the following symptoms: wheeze,

breathlessness, chest tightness or cough with or without sputum,
on more than one oral inhaler and/or nebulized medication

● Weight Management
a. Endocrine Society Clinical Practice Guidelines; US Department of

Health and Human Services Dietary Guidelines for Americans;
ACC/AHA

i. Patient’s with a BMI > 30 and/or meet the criteria for
metabolic syndrome

● GERD/Acid Reflux
a. American College of Gastroenterology (ACG)

● Anticoagulation Management
a. American College of Chest Physicians Conference on

Antithrombotic and Thrombolytic Therapy (CHEST)
● COPD

a. Global Initiative for Chronic Obstructive Lung Disease (GOLD)
● Emergency Contraception

a. American College of Obstetricians and Gynecologists; Endocrine
Society Clinical Practice Guidelines

● Travel Medication
a. US Department of Health and Human Services, Centers for

Disease Control and Prevention
b. Any medications and immunizations recommended for preventative

treatment related to foreign travel
● Immunizations

a. Advisory Committee on Immunization Practices (ACIP) and Centers



for Disease Control and Prevention (CDC)
● Depression Therapy Management

a. Diagnostic and Statistical Manual of Mental Disorders (DSM)
● Musculoskeletal Pain/Neuropathic Pain Management

a. Centers for Disease Control and Prevention; American Pain Society
b. Conditions that do not require the administration or dispensing of

controlled substances
c. No interventional pain procedures will be performed by the

pharmacist
● Smoking Cessation

a. US Department of Health and Human Services, Treating Tobacco
Use and Dependence

b. Patient is a current smoker and is willing to quit

Procedures, Decision Criteria, or Plans

The pharmacist will follow the following procedures, decision criteria, and plans
when initiating and modifying drug therapy:

● The pharmacist will review the patient's medical history and current
medication regimen.

● The pharmacist will discuss the patient's medication therapy goals with the
physician.

● The pharmacist will develop a medication plan that is consistent with the
patient's goals and the physician's recommendations.

● The pharmacist will monitor the patient's response to therapy and make
adjustments as needed.

● The pharmacist will select the patient’s regimen medication based on medication
history, allergies, concomitant medications, comorbidities, adherence, cost, and
disease severity

Note: Pharmacotherapy recommendations will be based on the most current
evidence-based guidelines

Requirements for Pharmacist

A. Physical Assessment: Once the physician has assessed, evaluated and
established care for a patient, a pharmacist provider will have the ability to
perform a limited physical assessment on participants which may include (but not
limited to) vitals, measurements, cardiovascular and respiratory assessment,
peripheral edema assessments, diabetic foot exams, and finger stick point of
care testing.

a. The physician will continue to conduct a physical exam, treatment plan
assessment and evaluation at least once a year while the patient is under
the care of the pharmacist provider under this cooperative practice



agreement.

B. The pharmacist must follow the following requirements when exercising
cooperative authority:

● Perform appropriate clinical evaluation
● Order appropriate clinical and laboratory testing
● Refer patients to the referring provider or other health providers as indicated by

severity of condition and/or scope of practice
● Provide relevant drug information to patients and other healthcare providers
● Initiate, monitor, refill and discontinue treatment according to agreement and

current medical evidence
● Review patients’ vaccination history and order appropriate vaccinations when

applicable based on ACIP guidelines1
● Provide relevant patient education regarding disease state, goals, and treatment

options
● Provide patient with notification of any test administered by the pharmacist and

the results of such test and the name of any drug or prescription prescribed by
the pharmacist to the patient

C. The pharmacist will notify the primary care provider immediately via face-to-face
consultation, telephone call, or EHR message of any adverse event concerning
the health of the patient or for the presence of any potentially serious
consequences related to their medication regimen, including the following:

a. Diabetes: Altered mental status, blood glucose >600 mg/dl,
hyperventilating, severe abdominal pain, flu-like symptoms, ketonuria

b. Hypertension: Symptoms of cerebral infarct/stroke/transient ischemic
attack or thrombosis

c. Hypertensive urgency: Asymptomatic patients with significantly elevated
blood pressure (systolic pressure ≥180 and/or diastolic pressure ≥120
mmHg)

d. Hypertensive emergency: Symptomatic patients with significantly elevated
blood pressure (systolic pressure ≥180 mmHg and/or diastolic pressure
≥120 mmHg) Symptoms can include but are not limited to headaches,
generalized neurologic symptoms (agitation, delirium, stupor, seizures, or
visual disturbances), nausea and vomiting, chest discomfort, severe back
pain, dizziness, and dyspnea

e. Pregnancy
f. Any acute and/or potentially serious manifestations of atherosclerotic

disease
g. Any signs or symptoms of heart failure (edema, shortness of breath)
h. Hyperlipidemia: Elevated liver enzymes (> 3x upper limit of normal) or

signs and symptoms of liver dysfunction. Elevated CPK (>4 x upper limit of



normal) with associated muscle symptoms. Any other serious suspected
adverse effects of lipid-lowering medications

D. Medication Management

Assessment of medications for indication, appropriate monitoring (including
laboratory and non-laboratory tests), interactions, efficacy, tolerability and
compliance. Actions taken by the pharmacist may include:

a. Update medications on the active list that need strength, sig, or other component
revised

b. Discontinue medications on the active list that the patient is not currently taking
or intended to be taking

c. Add medications the patient is currently taking to the active list.
d. Education and training designed to enhance patient understanding and

appropriate use of medications
e. The pharmacist may only approve refills for medications pertinent to the disease

state being managed
f. Per patient request, pharmacists may approve a one-time refill of any chronic

legend medication as appropriate, excluding narcotics.

Note: This CPA does not include the prescriptive authority for any controlled
substances. The pharmacist is prohibited against dispensing or administering
any Schedule I-IV controlled substances. Recommendations for controlled
substances, if deemed warranted, will be provided to the physician.

Requirements for Physician

The physician must follow the following requirements when supervising the
pharmacist:

● The physician must review and approve the pharmacist's assessment,
treatment plan and medication management with each change or at least
every 3 months.

● The physician must monitor the patient's response to therapy.
● The physician must be available to provide assistance to the pharmacist

as needed.

Note: The physician may override this agreement or the
management/treatment plan of the pharmacist if they deem it medically
necessary or appropriate.

Billing/Reimbursement



If the patient is scheduled for a face-to-face appointment, the procedure for any office
visit will be followed. If the patient has a co-pay, he or she must pay it. When the
pharmacist sees the patient, the visit will be billed as an incident-to service. The
incident-to service was performed under the direct supervision of the faculty physician,
who was present at the clinic at the time of the visit.

When a patient is managed by a telephone call they will not be billed, but a claim will be
submitted for Medication Therapy Management (MTM)/Chronic Care Management
(CCM) if they are insured through CMS.

Note: Any reimbursement received by the physician as a result of this agreement
shall only come from the patient’s private, federal, or state insurance or private
party/cash pay.

Review Period

This cooperative plan will be reviewed by the physician at least once every three
months. The physician may modify this cooperative plan at any time. The
physician or pharmacist may terminate this plan at any given time with written
notice.

Shamsideen Musa, MD, MS Obinna Alu, PharmD, MBA, BCGP

May 30th, 2023 May 30th, 2023





 

FOR IMMEDIATE RELEASE
June 22, 2023
Media Contact: Larissa Doucette
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Members of the Pharmacy Workforce
Discuss Workplace Conditions and Set

Course to Implement Solutions

MOUNT PROSPECT, IL – The American Pharmacists Association (APhA), American
Society of Health-System Pharmacists (ASHP), and National Association of Boards of
Pharmacy (NABP) hosted an invitation-only event on Wednesday, June 21, 2023, to
discuss pharmacy workplace conditions. “Implementing Solutions Summit: Building a
Sustainable, Healthy, Pharmacy Workforce and Workplace” convened members of the
pharmacy workforce from all pharmacy settings to identify key actions that will improve
workplace conditions by addressing day-to-day challenges, removing obstacles to well-
being, and advancing practice models for pharmacists and pharmacy technicians. The
Summit built upon previous conferences, consensus statements, and
recommendations with the specific intent to generate solutions and actions.

The Solutions Summit was centered around five themes: practice advancement,
mental health, workforce, regulations and requirements, and technology and workflow
efficiencies. Participants discussed next steps and identified actionable solutions to
implement that:

1.    Ensure psychological and physical safety of the pharmacy workforce.

2.    Determine employer accountability for ensuring workplace conditions that
support well-being of the pharmacy workforce.

3.    Advance technology and workflow efficiencies that balance resources,
workload, and cognitive load.

4.    Minimize overly restrictive regulations and requirements while allowing for
flexible and innovative policies supportive of new and emerging patient care
models.

5.    Recruit, retain, and empower an engaged and equitable pharmacy workforce.

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.com%2Fv3%2F__https%3A%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D119723891%26msgid%3D250550%26act%3D124A%26c%3D1789882%26pid%3D7196400%26destination%3Dhttps*3A*2F*2Fnabp.pharmacy*2F*3Futm_source*3DiContact*26utm_medium*3Demail*26utm_campaign*3DSolutions-Summit-News-Release*26utm_content*3D6-22-23*2BSolutions*2BSummit*2BNews*2BRelease%26cf%3D22022%26v%3Dedb53f556c3dd57f0641fa1c7cd48fa47736621103482b95c2358364ac088e98__%3BJSUlJSUlJSUlJSUlJSUlJQ!!PD8KOL_GOQI!zHVCg5JPZqLXEC_b4kXT8XPxiLXmDy_gp2gK_B5jouFvk-9sUQQ4MjV9aJm1MYTCBEInbGXXEH96VnVkd444OOPR8-E%24&data=05%7C01%7Cmichael.bowles%40alaska.gov%7C36675df882004801b7fb08db73597c2f%7C20030bf67ad942f7927359ea83fcfa38%7C0%7C0%7C638230600415390556%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=5UAyP9SPWU2ToVvF9hebVp0hkvHNpsYysAwXpf0gT90%3D&reserved=0
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6.    Identify sustainable practice model advancements that offer patient-centered
professional autonomy and flexibility.

 
Proceedings of the Solutions Summit will be disseminated from each organization in
the near future.
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About APhA

APhA is the only organization advancing the entire pharmacy profession. Our expert
staff and strong volunteer leadership, including many experienced pharmacists, allow
us to deliver vital leadership to help pharmacists, pharmaceutical scientists, student
pharmacists, and pharmacy technicians find success and satisfaction in their work and
advocate for changes that benefit them, their patients, and their communities. For more
information, please visit pharmacist.com.

About ASHP 

ASHP is the largest association of pharmacy professionals in the United States,
representing 60,000 pharmacists, student pharmacists, and pharmacy technicians in
all patient care settings, including hospitals, ambulatory clinics, and health-system
community pharmacies. For over 80 years, ASHP has championed innovation in
pharmacy practice, advanced education and professional development, and served as
a steadfast advocate for members and patients. In addition, ASHP is the accrediting
body for pharmacy residency and technician training programs and provides
comprehensive resources to support pharmacy professionals through every stage of
their careers. For more information, visit ashp.org and ASHP’s consumer website,
SafeMedication.com.

About NABP

NABP is the independent, international, and impartial Association that assists its
member boards in protecting the public health. Visit www.nabp.pharmacy to learn
more.
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Changes in Distress Levels
As of July 2023

State
Change in Distress %

April 2023 vs
July 2023

State Rank for
Distress Percent

July 2023

Distress Percent
July 2023

Largest Increase in Distress Percent

Rhode Island 4.31% 18 35.42%

New Mexico 3.72% 33 32.10%

Maryland 1.21% 21 33.73%

Hawaii 1.10% 13 38.10%

Wisconsin 0.96% 48 25.85%

New Jersey -1.45% 16 35.86%

North Dakota -1.38% 23 (t) 33.33%

Tennessee -1.10% 47 26.33%

Massachusetts -0.52% 11 39.73%

Montana -0.43% 12 38.24%

NATIONAL -0.24% --- 31.08%



American Pharmacists Association

For Every Pharmacist. For All of Pharmacy.

Changes in Distress Levels – District Seven
As of July 2023

(T) = Tied rank with another state(s).  ~=Too Few Assessors
Note: Some historic data from 2020/2021/2022 has been removed to allow space for current 
month.  Refer to previous months’ reports or contact ashaughnessy@aphanet.org for data.

Change in   
Distress %    
Jul 2023

Vs
Apr 2023

Distress %      
Jul 2023

Distress % 
State 
Rank 

Jul 2023

Change in   
Distress %    
Apr 2023

Vs
Mar 2023

Distress % 
State 
Rank 

Apr 2023

Distress % 
State 
Rank 

Mar 2023

Distress % 
State 
Rank 

Feb 2023

Distress % 
State 
Rank 

Jan 2023

Distress % 
State 
Rank 

Dec 2022

Distress % 
State 
Rank 

Jul 2022

Distress % 
State 
Rank 

May 2022

Distress % 
State 
Rank 

Apr 2022

Distress % 
State 
Rank 

Dec 2021

Distress % 
State 
Rank 

Apr 2021

Distress %             
State
 Rank

May 2020 

Distress %             
State
Rank

Apr 2020 

Alaska -0.36% 29.27% 39 -1.14% 37 35 (T) 35 (T) 35 (T) 35 39 38 33 48 49 49 49

Idaho -0.25% 32.03% 35
No

Change
32 32 30 27 (T) 27 (T) 24 22 27 31 34 40 39

Montana -2.39% 38.24% 12
No

Change
10 10 10 11 11 11 11 11 10 12 19 (T) 24

Oregon 0.92% 35.85% 17 0.31% 17 17 (T) 19 21 24 27 (T) 31 29 27 (T) 28 36 37

Washington -0.35% 43.93% 8 0.83% 7 8 8 8 8 9 8 9 11 11 12 13

Wyoming -0.77% 19.23% 52
No

Change
51 51 51 51 51 52 52 52 52 51 ~ ~

mailto:ashaughnessy@aphanet.org
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DISTRESS PERCENT MONTHLY REPORTS
State-Specific
April 2023 versus July 2023



        29.27%  29.63%

 

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5. It measures the percent of individuals that are at a high level of distress.

july 2023
As of July 2022, the Alaska distress percent was 
29.27% (ranked 39/52) with 50 assessors. 

april  2023
As of April 2022, the Alaska distress percent was 
29.63% (ranked 37/52) with 49 assessors. 

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18)



        32.03%  32.28%

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5. It measures the percent of individuals that are at a high level of distress.

july 2023
As July 2023, the Idaho distress percent was 
32.03% (ranked at 35/52) with 75 assessors. 

april  2023
As April 2023, the Idaho distress percent was
32.28% (ranked at 32/52) with 74 assessors. 

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18)



        38.24%  40.63%

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5.  It measures the percent of individuals that are at a high level of 
distress.

July 2023
As of July 2023, the Montana distress percent was 
38.24% (ranked 12/52) with 28 assessors. 

april  2023
As of April 2023, the Montana distress percent was
40.63% (ranked 10/52) with 26 assessors. 

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18)



        35.85%  34.93%

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5. It measures the percent of individuals that are at a high level of distress.

july 2023
As of July 2023, the Oregon distress percent was 
35.85% (ranked 17/52) with 108 assessors. 

april  2023
As of April 2023, the Oregon distress percent was 
34.93% (ranked 17/52) with 105 assessors.

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18) f



        43.93%  44.28%

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5.  It measures the percent of individuals that are at a high level of distress.

july 2023
As of July 2023, the Washington distress percent was
43.93% (ranked 8/52) with 172 assessors. 

april  2023
As of April 2023, the Washington distress percent was
44.28% (ranked 7/52) with 169 assessors. 

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18)



       19.23%  20.00%

W E L L - B E I N G  I N D E X  f o r  p h a r m a c y  p e r s o n n e l
S t a t e  D i s t r e s s  P e r c e n t *

*Distress Percent is the percentage of individuals with a Well-Being Index (WBI) 
score ≥5. It measures the percent of individuals that are at a high level of distress.

july 2023
As of July 2023, the Wyoming distress percent was 
19.23% (ranked the lowest at 52/52) with 18 assessors. 

april  2023
As of April 2023, the Wyoming distress percent was 
20.00% (ranked  51/52) with 17 assessors. 

State Comparison
As of July 2023

Nevada is the highest at 57.65% (n=35)

Wyoming has the lowest 19.23% (n=18)
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Well-being Index for Pharmacists, Student Pharmacists, & Pharmacy Technicians
www.pharmacist.com/wbi

Invitation Code: APhA

Or Scan

Burnout is real. 
Take advantage of APhA’s online screening tool, invented by the Mayo Clinic, 

to evaluate your fatigue, depression, burnout, anxiety, and stress and assess your well-being.  
It takes less than 5 minutes to answer 9 short questions.

It’s 100% anonymous, free, and you do not need to be an APhA member. 
Resources are available once you submit your assessment.  

You’re committed to pharmacy. 
We’re committed to your well-being.

www.pharmacist.com/wellbeing



Your experiences – positive and negative – tell a powerful story!

Your experience can be the spark that helps change and enhance 
the pharmacy workplace, pharmacy personnel well-being, and patient safety.

Submit your experience report to
Pharmacy Workplace and Well-being Reporting.

www.pharmacist.com/pwwr

Your report is confidential, anonymous, and protected by the 
Alliance for Patient Medication Safety - a recognized national patient safety organization.

Share the PWWR link with your colleagues!



 

 

ALASKA BOARD OF PHARMACY 
TASK LIST - ACTION ITEMS 

(as of 06/29/2023) 

 
 

Action Items from February 16, 2023 Meeting 
 AKPhA - Regulations committee address medication assisted therapy – Committee task – May 24, 

2023 
 F/U with Brandy and Michelle with AKPhA about fee for CE accreditation for Board Meeting 

attendance. MB 
 Find out when Controlled Substances Advisory committee is meeting again.  

 Inform Melissa the Board is going to seek compensation, what’s the next step? MB 

 
 

Action Items from April 21, 2023 Meeting 
 

 Address emergency licensing process – May 24, 2023 

 Add a blurb on the emergency permit explaining the process 

 Reach out to California and Washington Boards of Pharmacy on how many students are involved with 
the Highschool Pharmacy Technician programs, success rates. How they differentiate on licenses. 

 Follow up on Law opinion for Sen Reinbold’s public comment, law interpretation and reference needs 
clarification. Ask for clarification. 

 Compounding committee to address animal compounding - Alliance for Pharmacy Compounding 
correspondence – regulations changes? 

 Compounding committee to address Verified Pharmacy Program Nuclear USP 825 inspection form 
letter 

 Statutes and regulations committee to address AS 08.80.337(c) – May 24, 2023 

 Check with Lisa Sherrell on PDMP Workgroup - MB 

 
 

Action Items from May 24, 2023 Meeting 
 

 Michael Bowles will check to see if board members are covered in the budget to attend the Alaska 
Pharmacists Association (AKPhA) annual conference. 

 Michael Bowles will contact boards from other states to find regulations addressing the pharmacy 
technician age proposed change and provide this to the board at the August 2023 quarterly board 
meeting. (Idaho) (Utah)(Oregon)(Montana)(Wyoming) 

 Michael Bowles will amend the emergency permit application providing applicants with directions 
and space for justifying the urgent situation. Present to the board at the August 2023 quarterly board 
meeting. 



 

 

 Michael Bowles will see if other areas in the regulations need to change concerning designated 
representative change notification from 10 to 30 days. 

 Ashley Schaber will connect with experts from other states and invite them to address the board on 
independent prescriptive authority. 

 Michael Bowles will send an email to the board members concerning the MPJE workshop and 
question review tasking. 

 



 

Alaska Board of Pharmacy 
Agenda Item #13 

 
 
 
 
 
 
 
 
 

Statutes Discussions 



 

Alaska Board of Pharmacy 
Agenda Item #14 

 
 
 
 
 
 
 
 
 

Regulations Discussions 



 

FY 2024 Proposed Regulations Changes (as of August 04, 2023) 
 
 
12 AAC 52.010. REPEALED. 
 
 
12 AAC 52.020. PHARMACY LICENSE. 

(b) An applicant for a pharmacy license shall submit 
(1) a complete, notarized application on a form provided by the department that 
includes: 

  (A) the ownership name and Alaska corporate entity number; 
(B) the pharmacy’s “doing business as” name, if applicable; 
(C) the physical location of the facility; 
(D) a mailing address and telephone number; 
(E) the names of all partners or corporate officers; 
(F) the name, active Alaska license number, and contact information 
for the pharmacist-in-charge; 
(G) the names and active pharmacist license numbers in the current 
jurisdiction of all pharmacists employed by the pharmacy; and 
(H) completion of the professional fitness section of the application; 

(5) If the pharmacy is located outside of this state, the pharmacy shall also 
submit 

(A) a copy of the active pharmacy license in good standing from the 
jurisdiction where the pharmacy is physically located; and 
(B) an attestation that an inspection of the premises by a third party 
was completed within the last two years. 

(c) Repealed. [AN APPLICATION FOR A REMOTE OR OTHER PHARMACY 
LICENSE MUST INCLUDE THE NAME OF THE PHARMACIST DESIGNATED TO 
BE THE PHARMACIST-IN-CHRAGE AS REQUIRED IN AS 08.80.330 AND 12 AAC 
52.200.] 
(d) An application for a pharmacy license must include the name and specific location of 
each remote pharmacy that will be under the pharmacy’s control, if applicable. 
(e) Repealed. [AN APPLICATION FOR A REMOTE PHARMACY LICENSE MUST 
INCLUDE THE NAME AND, IF IT HAS BEEN ISSUED, THE LICENSE NUMBER 
OF THE PHARMACY THAT IS ITS CENTRAL PHARMACY.] 
(f) A pharmacy that has changed its name, ownership, or physical address shall notify the 
board in writing not later than 30 days after the change. A notification of physical address 
must include an attestation that a new self-inspection will be completed not later than 30 
days after the start of business in the new location. 
(g) A pharmacy located outside of the state is not required to submit an annual 
information update as required under AS 08.80.158(b) to the board if the license 
[REGISTRATION] has been issued for less [NOT MORE] than three months and if the 
information has not changed since the license [REGISTRATION] was initially issued.  
(h) An Internet-based pharmacy providing services to residents in this state must 
obtain a license under this section. 



 

(i) To convert an existing out-of-state pharmacy registration under AS 08.80.158 and 
12 AAC 52.130 to an out-of-state pharmacy license under AS 08.80.030 and 12 AAC 
52.020, the pharmacy shall simply submit an out-of-state pharmacy renewal 
application meeting the requirements of 12 AAC 52.300. A new initial license 
application is not required. 

 
 
12 AAC 52.070. APPLICATION FOR PHARMACIST LICENSE BY EXAMINATION. 

(3) REPEALED. [TWO AFFIDAVITS FROM REPUTABLE CITIZENS WHO 
HAVE KNOWN THE APPLICANT FOR AT LEAST ONE YEAR ATTESTING 
TO THE APPLICANT’S GOOD MORAL CHARACTER;] 

 
 
12 AAC 52.075. GOOD MORAL CHARACTER. Repealed. 
 
 
12 AAC 52.095. APPLICATION FOR PHARMACIST LICENSE BY RECIPROCITY. 

(3) REPEALED. [TWO AFFIDAVITS FROM REPUTABLE CITIZENS WHO 
HAVE KNOWN THE APPLICANT FOR AT LEAST ONE YEAR ATTESTING 
TO THE APPLICANT’S GOOD MORAL CHARACTER; AND]  
(4) an application for license transfer through the National Association of Boards 
of Pharmacy; the license by which the applicant is seeking reciprocity from must 
be current, unencumbered, and in good standing; and[.] 
(5) Verification that the applicant has engaged in the practice of pharmacy 
for at least one year immediately before applying for a license. 

(b) An applicant for licensure under this section who has not taken the Multistate 
Pharmacy Jurisprudence Examination (MPJE) required under 12 AAC 52.090 is 
approved to sit for that examination if the applicant has submitted the documents required 
under (a)(1) – ([4] 5) of this section. 

 
 
12 AAC 52.120. REVIEW OF PHARMACIST INTERN LICENSE APPLICATION. 

(f) A pharmacist intern license [may] will not be renewed. An applicant wishing to 
continue an internship in this state after the license has expired must [reapply] apply for 
a new license in accordance with this section. 

 
 
12 AAC 52.130. (REPEALED) 
 
 
12 AAC 52.140. PHARMACY TECHNICIAN LICENSE. 

(b) A pharmacy technician license will be issued to an applicant who 
(1) submits a completed form for application, including 

(A) the applicant’s name, mailing address, and telephone number; and 
(B) the applicant’s date of birth that shows the applicant is at least 18 years old or 
at least 16 years old and enrolled in a pharmacy apprenticeship program 
approved by the board; 



 

(2) certifies that the applicant has not been convicted of a felony or another crime that 
affects the applicant’s ability to perform the duties of a pharmacy technician safely and 
competently; 
(3) certifies that the applicant has earned a high school diploma or its equivalent and 
provides the name of the issuing institution and the date the diploma or its equivalent was 
issued or enrollment documentation of a pharmacy apprenticeship program 
approved by the board; 

 
 
12 AAC 52.200. PHARMACIST-IN-CHARGE. 

(a) The responsibilities of the pharmacist-in-charge include 
(1) obtaining an active Alaska pharmacist license prior to the facilities 
licensure in Alaska or within 30 days of the pharmacist be appointed the 
pharmacist-in-charge if the facility is already licensed in Alaska when the 
pharmacist is appointed as pharmacist-in-charge; 
[(1)] (2) compliance with all laws and regulations governing the activities of the 
pharmacy; 

 [(2)] (3) training of all pharmacy personnel; 
[(3)] (4) ensuring adequate policies and procedures are in place for pharmacy 
operations; 

 [(4)] (5) maintaining required records; 
 [(5)] (6) storage of all materials, including drugs and chemicals; and 

[(6)] (7) ensuring effective controls against theft or diversion of prescription 
drugs; [.] 
(8) maintaining an active license in the jurisdiction where the facility is 
physically located. 

(b) A pharmacist designated to replace the pharmacist-in-charge of a licensed [or registered] 
pharmacy shall notify the board not later than 30 days after that designation and shall apply for 
a pharmacist license in this state within 30 days of the designation to replace the 
pharmacist-in-charge.  
(c) Notwithstanding 12 AAC 52.425(a), a pharmacist may not serve as a pharmacist-in-charge 
unless the pharmacist is physically present in the pharmacy for a sufficient amount of time to 
provide supervision and control.  
(d) A pharmacist may not serve as pharmacist-in-charge for more than one pharmacy at any one 
time except upon obtaining written permission from the board. 
(c) Repealed 07/01/2023. 

 
 

12 AAC 52. 205. GENERAL STANDARDS OF PRACTICE FOR PHARMACIES. 
(a) To determine whether a specific act is within the scope of pharmacy practice in 
or into Alaska, or whether an act can be delegated to other individuals under their 
supervision, a licensee must independently determine whether the act is:  

(1) expressly prohibited by 
(A) the rules of the board; or 
(B) any applicable state or federal laws;  

(2) consistent with the licensee’s education, training, and experience; and 



 

(3) within the accepted standard of care that would be provided in a similar 
setting by a reasonable and prudent licensee with similar education, training, 
and experience. 

(b) Pharmacies shall ensure a Continuous Quality Improvement (CQI) program for 
pharmacy services. 
 
 

12 AAC 52.240. PHARMACIST COLLABORATIVE PRACTICE AUTHORITY. 
(b) A written protocol must include 

(8) a plan for providing the authorizing practitioners with each patient record 
created under the written protocol; and 
(9) REPEALED. [a prohibition on the administration or dispensing of any 
schedule I, II, III, or IV controlled substances; and] 

 
 

12 AAC 52.245. RETIRED PHARMACIST LICENSE STATUS. 
(a) Upon retiring from practice, an individual holding an unencumbered pharmacist 
license that is not under investigation with the board may apply for the conversion 
of an active or inactive pharmacist license to a retired status pharmacist license. 
(b) An individual holding a retired pharmacist license status may use the title 
“pharmacist-retired” but may not practice or indicate that the individual is 
practicing or soliciting to practice as a pharmacist in this state. 
(c) A retired pharmacist license is valid for the life of the holder, does not require 
renewal, and is exempt from continuing education requirements. 
(d) The executive administrator or board will issue a retired pharmacist status to an 
individual who meets the requirements of (a) of this section if the applicant 

(1) submits a completed retired status application on a form provided by the 
department; and 
(2) pays the retired pharmacist license status one-time fee specified in 12 
AAC 02.310. 

(e) An individual who holds a retired pharmacist license may apply to change the 
license from retired status to active status by 

(1) meeting the requirements of 12 AAC 52.310(b) if the license has been in 
retired status for less than two years; 
(2) meeting the requirements of 12 AAC 52.310(a) if the license has been in 
retired status for more than two years but less than five years; or 
(3) meeting the requirements of 12 AAC 52.070 or 12 AAC 25.075, as 
applicable, if the license has been in retired status for more than five years. 

 
 
12 AAC 52.300. LICENSE [AND REGISTRATION] RENEWAL. 

(b) An applicant for renewal of a pharmacy, wholesale drug distributor, outsourcing 
facility, third-party logistics provider, manufacturer, or drug room license must submit on 
or before the license expiration date 

(1) a completed renewal application on a form provided by the department; 
(2) the license renewal fees required in 12 AAC 02.310; and 



 

(3) an attestation that a self-inspection of the premises using the form provided by 
the department was completed within the last two years or since the last time the 
license [OR REGISTRATION] was initially issued; the applicant must retain the 
self-inspection and make it available to the board upon request for the duration of 
the licensing period in which it was completed. 

 
 
12 AAC 52.310. REINSTATEMENT OF [AN EXPIRED] A LAPSED PHARMACIST OR 
PHARMACY TECHNICIAN LICENSE. 

(a) If a pharmacist’s or pharmacy technician's license has [expired] been lapsed for any 
reason, that pharmacist or pharmacy technician may not practice pharmacy until the 
license is reinstated by the board. 

(b) The board will reinstate a lapsed pharmacist or pharmacy technician license that has been 
expired less than two years if the applicant submits 

(3) documentation that the applicant has completed within the immediate two years 
before applying for reinstatement all continuing education requirements of 12 AAC 
52.320 – 12 AAC 52.350.[; AND 
(4) FOR A LICENSING PERIOD THAT BEGINS ON OF AFTER JULY 1, 2006, A 
COMPLETED JURISPRUDENCE QUESTIONNAIRE PREPARED BY THE 
BOARD, COVERING THE PROVISIONS OF AS 08.80 AND THIS CHAPTER.] 

(c) The board will reinstate a pharmacist license that has been [expired] lapsed more than two 
years but less than five years if the applicant 

(2) pays any applicable license renewal fees required in 12 AAC 02.310 for the entire 
period the license has been [EXPIRED] lapsed; 
(4) documentation that the applicant has completed within the immediate two years 
before applying for reinstatement all continuing education requirements of 12 AAC 
52.320 – 12 AAC 52.350; 
(5) qualifies by  

(A) retaking and passing the examinations required in 12 AAC 52.090(a); or  
(B) providing verification that the applicant has continually practiced pharmacy in 
another state under a license issued by the authority of that state for the period 
that the license has been [expired] lapsed, and by meeting the requirements of 12 
AAC 52.090(a)(2); for purposes of AS 08.80.147 and this subparagraph, an 
applicant has continually practiced pharmacy if the pharmacist has actively 
practiced pharmacy in the other state for at least six months during each year that 
the license in this state was lapsed; and 

(e) A pharmacy technician license that has been [EXPIRED] lapsed for two years or more will 
not be reinstated. 
(f) A pharmacist license that has been lapsed for five years or more will not be reinstated. 

 
 
12 AAC 52.423. REMOTE PHARMACY LICENSE. 

(a) A central pharmacy that wishes to provide pharmacy services through a remote 
pharmacy in the state using a telepharmacy system as provided in 12 AAC 52.425 must 
apply to the board for a remote pharmacy license. The central pharmacy applying under 
this section for a remote pharmacy license must: 



 

(1) submit [TO THE DEPARTMENT] a complete, notarize application on a form 
provided by the department; 
(2) submit [TO THE DEPARTMENT] the applicable fees established in 12 AAC 
02.310; [AND] 
(3) comply with the requirements of 12 AAC 52.020; and[.] 
(4) provide the name and active or pending license number of the central 
pharmacy. 

(b) The board will approve an application to provide pharmacy services through a remote 
pharmacy if the central pharmacy establishes that it is able to comply with the 
requirements of 12 AAC 52.425. 
(c) Repealed. [AN APPLICANT FOR RENEWAL OF A REMOTE PHARMACY 
LICENSE MUST COMPLY WITH THE REQUIREMENTS OF 12 AAC 52.300.] 
(d) A remote pharmacy that has change its name, physical address, or ownership must 
notify the board in writing not later than 30 days after the change. A notification of 
change of physical address must include an attestation that a new self-inspection will be 
completed no later than 30 days from the start of business in the new location.  

 
 
12 AAC 52.430. GUIDELINES RELATING TO STERILE PHARMACEUTICALS. [A 
pharmacy or pharmacist that prepares or dispenses sterile pharmaceuticals shall adhere to 
the guidelines established by the board in the pamphlet titled, “Sterile Pharmaceuticals,” 
dated February 2008, and incorporated by reference in this section.] “Sterile 
pharmaceutical preparations shall be compounded based on the appropriate risk level 
according to USP <797>, USP <800>, and <825>”. 

 
Authority: AS 08.80.030 AS 08.80.157 

 
[Editor’s note: The pamphlet incorporated by reference in 12 AAC 52.430, “Sterile 
Pharmaceuticals” may be obtained from the Department of Commerce, Community, and 
Economic Development, Division of Corporations, Business and Professional Licensing, 
Board of Pharmacy, State Office Building, 9th Floor, 333 Willoughby Avenue, Juneau, 
Alaska 99801; phone (907) 465-2589.] 
 
 
12 AAC 52.500. TRANSFER OF A PRESCRIPTION DRUG ORDER. 

(b) Original prescription drug order information for controlled substances listed in 
schedules II, III, IV, or V may be transferred only by the pharmacy that originally 
received the prescription drug order from the prescribing practitioner. The transfer must 
be communicated directly between two licensed pharmacists. 

 
 
12 AAC 52.865.  REPORTING AND REVIEWING PDMP INFORMATION. 

(b) Unless excused from reporting under AS 17.30.200(t), a pharmacist or practitioner 
required to submit information under AS 17.30.200(b) must submit the information to the 
PDMP daily, including any Schedule II, III, or IV controlled substances prescribed by 
a veterinarian. 



 

 
 
12 AAC 52.920. DISCIPLINARY GUIDELINES. 

(a) In addition to acts specified in AS 08.80 or elsewhere in this chapter, each of the 
following constitutes engaging in unprofessional conduct and is a basis for the imposition 
of disciplinary sanctions under AS 08.01.075: 

(15) acts or omissions within the practice of pharmacy which fail to meet the 
standard provided by other qualified licensees in the same or similar setting 
[FAILING TO USE REASONABLE KNOWLEDGE, SKILLS, OR 
JUDGEMENT IN THE PRACTICE OF PHARMACY]; 

 
 
12 AAC 52.991. DISCIPLINARY DECISION OR CONVICTION REPORTING 
REQUIREMENT. 

(a) A licensee shall report in writing to the board any disciplinary decision, felony 
charges, or criminal conviction [, INCLUDING CONVICTION OF A FELONY OR 
CONVICTION OF ANOTHER CRIME THAT AFFECTS APPLICANT’S OR 
LICENSEE’S ABILITY TO PRACTICE COMPETENTLY AND SAFETY,] issued 
against the licensee not later than 30 days after the date of the disciplinary decision, 
felony charges, or conviction. 
(b) A licensed [OR REGISTERED] facility shall report in writing to the board any 
disciplinary decision, including a voluntary suspension or revocation issued by federal, 
state, or local government of a license currently or previously held [BY THE 
APPLICANT OF FACILITY FOR THE MANUFACTURE OR DISTRIBUTION 
OF DRUGS OR DEVICES, INCLUDING CONTROLLD SUBSTANCES,] or any 
felony charges or criminal conviction under federal, state, or local law of an owner, 
designated representative, pharmacist-in-charge, or officer of the licensed facility [or 
of an employee of the facility] not later than 30 days after the date of the 
disciplinary decision, felony charge, or criminal conviction. 

 
 
12 AAC 52.992. ADMINISTRATION OF VACCINES, EPINEPHRINE, AND RELATED 
EMERGENCY MEDICATIONS. 

(a) Before a pharmacist or pharmacy technician who holds a national certification or a 
pharmacist intern acting under the supervision of a pharmacist may administer a human 
vaccine or related emergency medication to a patient who does not have immunization 
contraindications as listed by the CDC, FDA, or manufacturer's package insert, or to a 
patient under a prescription drug order from a prescriber, the pharmacist or pharmacy 
technician who holds a national certification or pharmacist intern acting under the 
supervision of a pharmacist  

(1) must successfully complete a course approved by the board; 
[ACCREDITED BY THE ACPE OR A COMPARABLE COURSE FOR 
PEDIATRIC, ADOLESCENT, AND ADULT IMMUNIZATION 
PRACTICES THAT INCLUDES INSTRUCTION AS FOLLOWS: 
(A) FOR A PHARMACIST OR A PHARMACIST INTERN, TRAINING 
MUST INCLUDE: 



 

(i) BASIC IMMUNOLOGY, VACCINE, AND IMMUNIZATION 
PROTECTION; 
(ii) DISEASES THAT MAY BE PREVENTED BY VACCAINATION 
OR IMMUNIZATION;  
(iii) CURRENT CDC IMMUNIZATION SCHEDULES; 
(iv) VACCINE STORAGE AND HANDLING; 
(v) INFORMED CONSENT; 
(vi) TECHNIQUES AND ROUTES OF ADMINISTRATION; 
(vii) PRE- AND POST-IMMUNIZATION ASSESSMENT AND 
COUNSELING; 
(viii) IMMUNIZATION REPORTING AND RECORDS 
MANAGEMENT; AND 
(ix) IDENTIFYING, RESPONDING TO, DOCUMENTING, AND 
REPORTING ADVERSE REPOSES;  

(B) FOR A PHARMACY TECHNICIAN WHO HOLDS A NATIONAL 
CERTIFICATION, TRAINING MUST INCLUDE: 

(i) VACCINE STORAGE AND HANDLING; 
(ii) TECHNIQUES AND ROUTES OF ADMINISTRATION; 
(iii) IMMUNIZATION REPORTING AND RECORDS 
MANAGEMENT; AND 
(iv) IDENTIFYING, RESPONDING TO, DOCUMENTING, AND 
REPORTING ADVERSE RESPOSES;] 

(d) A pharmacist may independently administer or prescribe epinephrine auto-injectors to 
a person if, before prescribing or dispensing the epinephrine auto-injectors, the pharmacist 
ensures the recipient has completed an epinephrine auto-injector training program 
approved by the board under AS 17.22.020(b); 
[(d)] (e) Failure to comply with this section constitutes unprofessional conduct and is a basis for 
the imposition of disciplinary sanctions under AS 08.01.075. 
[(e)] (f) In this section, 

(1) "CDC" means the United States Department of Health and Human Services, Centers 
for Disease Control and Prevention; 
(2) "FDA" means the United States Food and Drug Administration. 

 
 
12 AAC 52.993. EXECUTIVE ADMINISTRATOR. 

(6) review and approve applications for licensure [OR REGISTRATION] as long as the 
applicant meets the requirements established for the license type for which they are 
applying. 

 
 
12 AAC 52.995. DEFINITIONS. 

(25) “standard of care” means care provided by a licensee that is within the accepted 
standard of care that would be provided in a similar setting by a reasonable and 
prudent licensee or registrant with similar education, training, and experience. 



 

(42) “facility” means a pharmacy, wholesale drug distributor, drug room, remote 
pharmacy, third-party logistics provider, outsourcing facility, wholesale drug 
distributor, or manufacturer who is licensed under AS 08.80 and this chapter; 
(43) “Internet-based pharmacy” means a person, entity, or Internet site, whether in 
the United States or abroad, that knowingly or intentionally delivers, distributes, or 
dispenses, or offers or attempts to deliver, distribute, or dispense, a controlled 
substance by means of the Internet; 
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The board chair sets the tone. 
o Establish expectations at the beginning of the meeting…and enforce them. 

 Reconfirm quorum for the entire meeting. 
 Cameras on. 
 Avoid other work. 
 Minimize distractions. 
 Adopt rules of order that establish a respectful board culture. 
 Adopt regulation regarding attendance. 

o Model that behavior. 
o Run the meeting efficiently and effectively. 

 Know your material and guide members through the meeting. 
 Know your resources. 
 Take the time needed to do a thorough job, but don’t waste time. 
 Engage all members; call on them, ask for their input. 
 Pay special attention that public members aren’t lost. 
 Don’t allow abstentions without a legitimate conflict of interest. 

o Give everyone a job at the meeting. 
 Research, data, reports, contacts…everyone can pitch in.  
 Don’t let the same volunteers overshadow quieter members. 

 
Set your members up for success. 

o Choose a date that maximizes board member participation. 
 If they aren’t there, or if they have to leave halfway through, they aren’t engaged. 
 If they miss many meetings, they may not know what is going on.  
 Select meeting dates well in advance, and reconfirm 4-6 weeks out.  
 Hold shorter, more frequent meetings if helpful. 

o Allow board members an opportunity to share in crafting the agenda. 
o Ensure the agenda is focused on meaningful work. 

 Utilize a consent agenda. 
 Can some routine votes happen in OnBoard instead of a meeting?  
 Balance the agenda so the meeting keeps up momentum. 
 Confirm guest or board presenters well ahead of time so they do their best. 
 Confirm resources (attorney, supervisor, licensee) are available if problems are anticipated. 
 Align agenda with strategic plan/mission/goals of the board. 

o Provide final board meeting materials at least two weeks before the meeting so members can prepare.  
o Prompt public attendance: People behave better in front of an audience. 

 
Evaluate soon afterward and repeat. 

o Within two days; phone call with chair and staff, OnBoard analytics 
o Publish draft minutes for a vote within 10 days 
o Chair should counsel members who seemed disengaged  
o Set goals for next meeting that support engagement 
o Examiners are not responsible for board member behavior 
o Discuss problems with supervisor, Boards & Regs Advisor 

Tips to Improve Board Member Engagement 
March 2023 
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JULY

AUGUST

MARCH

Memorial Day

Independence Day

Seward's Day

Holiday

New Year's Day (observed 01/02/2023)

MLK Jr.'s Birthday

JANUARY

FEBRUARY

State of Alaska

2023 HOLIDAY 
CALENDAR

State Holidays
Date

01/01/2023

01/16/2023

02/20/2023 Presidents' Day

03/27/2023

OCTOBER

05/29/2023

07/04/2023

Christmas Day

Veterans' Day (observed 11/10/2023)

Thanksgiving Day

Alaska Day

SEPTEMBER

Labor Day09/04/2023

10/18/2023

12/25/2023

11/11/2023

11/23/2023

NOVEMBER

DECEMBER

Holiday

APRIL

MAY

JUNE

Please refer to appropriate collective bargaining unit agreement for 
more information regarding holidays.

State calendar maintained by the 

Division of Finance, Department of Administration http://doa.alaska.gov/calendars.html Revised 08/24/2022
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Boards and Commissions 
Office of the Governor 

 
550 W 7th Ave. Suite 1700 
Anchorage, Alaska 99501 

907-269-0006 
 

Ethics Act and Procedures for Boards and Commissions 
 
 

All board and commission members and staff should be familiar with the Executive Branch Ethics Act 
procedures outlined below (AS 39.52.). 
 
Who is my designated ethics supervisor (DES)? 
Every board or commission subject to the Ethics Act1 has several ethics supervisors designated 
by statute: 

• The chair serves as DES for board or commission members. 
• The chair serves as DES for the executive director. 
• The executive director serves as DES for the staff. 
• The governor is the DES for a chair.2 

 
What do I have to disclose? 
The Ethics Act requires members of boards and commissions to disclose: 

• Any matter that is a potential conflict of interest with actions that the member may take when 
serving on the board or commission. 

• Any circumstance that may result in a violation of the Ethics Act. 
• Any personal or financial interest (or that of an immediate family member) in a state grant, contract, 

lease or loan that is awarded or administered by the member’s board or commission. 
• The receipt of certain gifts. 

 
The executive director of the board or commission and its staff, as state employees, must also 
disclose: 

• Compensated outside employment or services. 
• Volunteer service, if any compensation, including travel and meals, is paid, there 

is a potential conflict with state duties. 
 
For more information regarding the types of matters that may result in violations of the Ethics Act, board or 
commission members should refer to the guide, “Ethics Information for Members of Boards and 
Commissions.” The executive director and staff should refer to the guide, Ethics Information for Public 
Employees.” Both guides and disclosure forms may be found on the Department of Law’s ethics website: 
http://www.law.state.ak.us/doclibrary/ethics.html. 
 
 
 
                                                           
1 The Act covers a board, commission, authority, or board of directors of a public or quasi-public corporation, established 

by statute in the executive branch of state government. 
 

2 The governor has delegated the DES responsibility to Shawn Henderson, Administrative Director of the Office of the 
Governor. 

THE STATE OF ALASKA 
MIKE DUNLEAVY 
GOVERNOR 
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How do I avoid violations of the Ethics Act? 
• Make timely disclosures! 
• Follow required procedures! 
• Provide all information necessary for a correct evaluation of the matter!3 
• When in doubt, disclose and seek advice! 
• Follow the advice of your DES! 

 
What are the disclosure procedures for board and commission members? 
 
The procedural requirements for disclosures by members are set out in AS 39.52.220 and 9 AAC 52.120. One 
goal of these provisions is to help members avoid violations of the Ethics Act. The procedures provide the 
opportunity for members to seek review of matters in advance of taking action to ensure that actions taken 
will be consistent with the Act. 
 

Procedure for declaring actual or potential conflicts. 
 
Members must declare potential conflicts and other matters that may violate the Ethics Act on the 
public record and in writing to the chair. 
 
Disclosure on the public record. Members must identify actual and potential conflicts orally at the 
board or commission’s public meeting in advance of participating in deliberations or taking any 
official action on the matter. 
 

• A member must always declare a conflict and may choose to refrain from voting, deliberations 
or other participation regarding a matter4. 
 

• If a member is uncertain whether participation would result in a violation of the Act, the 
member should disclose the circumstances and seek a determination from the chair. 

 
Disclosure in writing at a public meeting. In addition to an oral disclosure at a board or commission 
meeting, members’ disclosures must be made in writing. 
 

• If the meeting is recorded, a tape or transcript of the meeting is preserved and there is a method 
for identifying the declaration in the record, an oral disclosure may serve as the written 
disclosure. 
 

• Alternatively, the member must note the disclosure on the Notice of Potential Violation 
disclosure form and the chair must record the determination. 

 

Confidential disclosure in advance of public meeting. Potential conflicts may be partially addressed in 
advance of a board or commission’s public meeting based on the published meeting agenda or other 
board or commission activity. 
 

                                                           
3 You may supplement the disclosure form with other written explanation as necessary. Your signature on a disclosure 
certifies that, to the best of your knowledge, the statements made are true, correct and complete. False statements are 
punishable. 
4 In most, but not all, situations, refraining from participation ensures that a violation of the Ethics Act does not occur. 
Abstention does not cure a conflict with 
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• A member identifying a conflict or potential conflict submits a Notice of Potential Violation to 
the chair, as DES, in advance of the public meeting. 
 

• This written disclosure is considered confidential. 
 

• The chair may seek advice from the Attorney General. 
 

• The chair makes a written determination, also confidential, whether the disclosed matter 
represents a conflict that will result in a violation of the Ethics Act if the member participates 
in official action addressing the matter. 5 

 
• If so, the chair directs the member to refrain from participating in the matter that is the subject 

of the disclosure. 
 

• An oral report of the notice of potential violation and the determination that the member must 
refrain from participating is put on the record at a public meeting.6 
 

Determinations at the public meeting. When a potential conflict is declared by a member for the public 
record, the following procedure must be followed: 
 

• The chair states his or her determination regarding whether the member may participate. 
• Any member may then object to the chair’s determination. 

 
• If an objection is made, the members present, excluding the member who made the disclosure, 

vote on the matter. 
 

• Exception: A chair’s determination that is made consistent with advice provided by the 
Attorney General may not be overruled. 

 
• If the chair, or the members by majority vote, determines that a violation will exist if the 

disclosing member continues to participate, the member must refrain from voting, deliberating 
or participating in the matter.7 

 
If the chair identifies a potential conflict, the same procedures are followed. If possible, the chair should 
forward a confidential written notice of potential violation to the Office of the Governor for a 
determination in advance of the board or commission meeting. If the declaration is first made at the 
public meeting during which the matter will be addressed, the members present, except for the chair, 
vote on the matter. If a majority determines that a violation of the Ethics Act will occur if the chair 
continues to participate, the chair shall refrain from voting, deliberating or participating in the matter. A 
written disclosure or copy of the public record regarding the oral disclosure should be forwarded to the 
Office of the Governor for review by the chair’s DES. 

 
 
 

                                                           
5 The chair must give a copy of the written determination to the disclosing member. There is a determination form 
available on the Department of Law’s ethics web page. The ethics supervisor may also write a separate memorandum. 
6 In this manner, a member’s detailed personal and financial information may be protected from public disclosure. 
7 When a matter of particular sensitivity is raised and the ramifications of continuing without an advisory opinion from 
the Attorney General may affect the validity of the board or commission’s action, the members should consider tabling 
the matter so that an opinion may be obtained. 
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Procedures for other member disclosures 
A member’s interest in a state grant, contract, lease or loan and receipt of gifts are disclosed by 
filling out the appropriate disclosure form and submitting the form to the chair for approval. The 
disclosure forms are found on the Department of Law’s ethics website: 
http://www.law.state.ak.us/doclibrary/ethics.html 

 
What are the disclosure procedures for executive directors and staff? 
 
Ethics disclosures of the executive director or staff are made in writing to the appropriate DES (chair for the 
executive director and the executive director for staff). 
 

• Disclosure forms are found on the ethics website, noted above. 
 

Notices of Potential Violations. Following receipt of a written notice of potential violation, the DES 
investigates, if necessary, and makes a written determination whether a violation of the Ethics Act could exist 
or will occur. A DES may seek advice from the Attorney General. If feasible, the DES shall reassign duties to 
cure a potential violation or direct divestiture or removal by the employee of the personal or financial interests 
giving rise to the potential violation. 

 
• These disclosures are not required to be made part of the public record. 

 
• A copy of a determination is provided to the employee. 

 
• Both the notice and determination are confidential. 

 
Other Disclosures. The DES also reviews other ethics disclosures and either approves them or determines what 
action must be taken to avoid a violation of the Act.  In addition to the disclosures of certain gifts and potential 
conflicts of interest, state employees must disclose all outside employment or services for compensation. 
 

• The DES must provide a copy of an approved disclosure or other determination to the 
employee. 

•  
How are third party reports of potential violations or complaints handled? 
 
Any person may report a potential violation of the Ethics Act by a board or commission member or its staff 
to the appropriate DES or file a complaint alleging actual violations with the Attorney General. 

• Notices of potential violations and complaints must be submitted in writing and under oath. 
• Notices of potential violations are investigated by the appropriate DES who makes a written 

determination whether a violation may exist.8 
• Complaints are addressed by the Attorney General under separate procedures outlined in the 

Ethics Act. 
• These matters are confidential, unless the subject waives confidentiality or the matter results in 

a public accusation. 
 

                                                           
8 The DES provides a copy of the notice to the employee who is the subject of  the notice and may seek input from the 
employee, his or her supervisor and others. The DES may seek advice from the Attorney General. A copy of the DES’ 
written determination is provided to the subject employee and the complaining party. The DES submits a copy of both 
the notice and the determination to the Attorney General for review as part of the DES’ quarterly report. If feasible, the 
DES shall reassign duties to cure a potential violation or direct divestiture or removal by the employee of the personal or 
financial interests giving rise to the potential violation. 
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What are the procedures for quarterly reports? 
 
Designated ethics supervisors must submit copies of notices of potential violations received and the 
corresponding determinations to the Attorney General for review by the state ethics attorney as part 
of the quarterly report required by the Ethics Act. 
 

• Reports are due in April, July, October and January for the preceding quarter. 
 
• A sample report may be found on the Department of Law’s ethics website 

. 
• An executive director may file a quarterly report on behalf of the chair and combine it with his 

or her own report. 
 

• If a board or commission does not meet during a quarter, and there is no other reportable 
activity, the DES shall advise Jenn Williams by e-mail at Jennifer.williams1@alaska.gov and 
no other report is required. 

 
If the state ethics attorney disagrees with a reported determination, the attorney will advise the DES 
of that finding. If the ethics attorney finds that there was a violation, the member who committed 
the violation is not liable if he or she fully disclosed all relevant facts reasonably necessary to the 
ethics supervisor’s or commission’s determination and acted consistent with the determination. 
 
How does a DES or board or commission get ethics advice? 
 
A DES or board or commission may make a written request to the Attorney General for an opinion 
regarding the application of the Ethics Act. In practice, the Attorney General, through the state 
ethics attorney, also provides advice by phone or e- mail to designated ethics supervisors, especially 
when time constraints prevent the preparation of timely written opinions. 
 

• A request for advice and the advisory opinion are confidential. 
 

• The ethics attorney endeavors to provide prompt assistance, although that may not always be 
possible. 

 
• The DES must make his or her determination addressing the potential violation based on the 

opinion provided. 
 

*     *     *     *     * 
 
It is the obligation of each board or commission member, as well as the staff, to ensure that the public’s 
business is conducted in a manner that is consistent with the standards set out in the Ethics Act. We hope 
this summary assists you in ensuring that your obligations are met. 
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EXECUTIVE SESSION MOTION 
 

Sec. 44.62.310.  Government meetings public. 
(c) The following subject may be considered in an executive session: 

(1) matters, the immediate knowledge of which would clearly have an adverse effect 
upon the finances of the public entity; 

(2) subjects that tend to prejudice the reputation and character of any person, provided 
the person may request a public discussion; 

(3) matters which by law, municipal charter, or ordinance are required to be 
confidential; 

(4) matters involving consideration of government records that by law are not subject to 
public disclosure. 

 
 
MOTION WORDING: 
 
“In accordance with the provisions of Alaska Statute 44.62.310 (c), I move to go into 
executive session for the purpose of discussing (select the appropriate statutory citation for 
the situation): 
 

(1) matters, the immediate knowledge of which would clearly have an adverse effect 

upon the finances of the public entity;  OR 

 
(2) subjects that tend to prejudice the reputation and character of any person, 

provided the person may request a public discussion;  OR 

 

(3) matters which by law, municipal charter, or ordinance are required to be   

confidential;  OR 
 

(4) matters involving consideration of government records that by law are not subject 
to public disclosure. 

 

Board staff is requested to remain during the session  OR   
Board only to remain during session.” 
 
Staff will then state “The board is off the record at __________(time).” 
 



                             

                         

 

HOW TO PARTICIPATE IN AN OECD ZOOM REMOTE CONFERENCE 
 

This document is a guide to help users easily participate remotely in an OECD Zoom conference. 

 

Process to connect to ZOOM 

 

Prepare and check your equipment at least 2 days before meeting 
 

 Device: Preferred options - PC: Window 7, 8, 10, Vista, XP or MAC: macOS X with macOS 10.7 or later.  

Other options: Mobile phone, Tablet (iOS, Android). Plug your device into a power source to avoid interruptions. 

 Browsers: Preferred option - Chrome. Other options: Safari, Firefox, Internet Explorer, Microsoft Edge. 

 Internet connection: Preferred option - Broadband wired. Other options: wireless (WIFI, 3G or 4G/LTE). 
 Location: Please stay in a fixed location. 

 Headset: Preferred option: USB plug-in. 

 Webcam: Preferred option: External USB HD webcam. Other option: built-in webcam. 

 Configuration: Use a quality, validated configuration if you have to intervene in an official meeting. Avoid as much as possible 

using the PC’s integrated speakers and microphone. 

 For more information about requirements and device compatibility, click here. 

 

Test your connection to ZOOM at least 2 days before meeting 
 

 Run a ZOOM live test by connecting to https://zoom.us/test. 

 In case of problem, please liaise with your IT support team. 

 Use the same IT environment and equipment for testing and connecting to the meeting. 

 If you will be contributing content to the webinar, you should coordinate with the event organizers to ensure your content abides 

by relevant document exchange, content sensitivity or privacy matters. 

 

Join the Zoom meeting at least 30 minutes before the start of the meeting 
 

 Select your preferred option to connect by clicking on the appropriate link in the email invitation. 

 Click here to find detailed information about how to connect to a Zoom session. 

 Enter the provided PIN/password to join the meeting. 

 For high-level meetings, a ZOOM waiting room option will be activated for checking the identity of participants. 
 

Best practices 
 

Video  Turn on an overhead/front light and face a window if possible. 

 Avoid backlight, frame your image and check the background – simple/neutral is best. 

 If interpretation is needed: keep any visual distractions to a minimum and replicate eye contact by looking to the 

camera. 
 

Sound  Choose a quiet environment and reduce background noise (participate from indoors in an echo-free place). 

 Adjust the headset (do not put the microphone too close to your mouth) and the volume of your headphones. 

 Use only one device at a time. 

 Mute your microphone when you are not speaking. When speaking, talk directly into the microphone from a distance 

of 30cm to 50cm, without turning your head away and moving the microphone. 

 Speak clearly with a normal voice when you take the floor, at a moderate pace and avoid reading from documentation. 

If you must, documentation should be provided in advance to documents.interpretes@oecd.org for interpretation 

purposes only (it will be checked against delivery). 

 

ZOOM features 
 

ZOOM provides many elements to enrich your remote conferencing: hand raising, document sharing, polling, etc.  

 

 
 

 Mute – Unmute button to speak. 

 Share button to share a document or presentation. 

 Chat button to speak with moderator of the meeting (for technical support and assistance during the meeting). 

 Raise hand button to ask for the floor. Click on Participants button to access the Raise hand button. 

 Accept/Deny if the meeting organiser decides to record the meeting. Meetings are recorded in the normal means. The OECD 

processes personal data in accordance with its Personal Data Protection Rules. 

 Click here if you need more information about Zoom features. 

 

Support contact 
 

If you need additional information, advice or technical support, please contact: 

 Conference support: Phone: (+33) 1 45 24 16 31; E-mail: conference.support@oecd.org 

For remote 

participants 
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Boards and Commissions 
Office of the Governor 

 
550 W 7th Ave. Suite 1700 
Anchorage, Alaska 99501 

907-269-0006 
 

Ground Rules for Successful Meetings 
 

Thank you for volunteering to serve Alaska, as a designee of the State, on behalf of the Office of the 
Governor. The simple, yet effective, rules below serve as a set of expectations to keep board and commission 
meetings productive and respectful. Most important, the consistent use of the cornerstones of Robert’s Rules 
builds the public's trust and reflects positively on all involved.  
 
1. Everyone participates. As the Chair, encouraging the full participation of team members allows your 

support staff and the public to have a clear understanding of everyone's view of the issue at hand. Call on 
quiet team members, as they may only need a clarification or an explanation. 

 
2. Different opinions are welcome, but the board must stay on track. The Chair helps guide the team to 

places of agreement, so the discussion should focus on areas that need clarification, legal advice, or 
further vetting. Keep the discussion on track or you may find yourself in the middle of a disagreement in 
which there are no winners and no productive actions. 

 
3. Limit side conversations. A quick question or clarification is one thing, but it can be disconcerting when 

whispered conversations are held between members of the board during an open meeting. It does nothing 
to encourage trust between the board and the public, and the Chair should not allow it. 

 
4. Re-state the motion and clarify amendments. This is a simple way for the Chair to be sure that 

everyone on the team is on the same page as you move through the process. It also gives support staff the 
opportunity to clarify the language or intent if needed. It can be surprising how often people are halfway 
through an argument before they realize they didn't have a clear understanding of the motion or 
amendment before them. As a member of the board or commission, don't hesitate to ask for clarification 
if you are unsure. 

 
5. Hold team members accountable. If a board member is interrupting others, rude to staff, or refusing to 

keep their comments on track, the Chair should call for a brief at ease and address it with them directly. 
Honest mistakes or over-eagerness can be quietly corrected at a break, but deliberate bad behavior by 
anyone should never be tolerated by the Chair. 

 
6. Listen respectfully and thoughtfully to public testimony. Remember that the public has an important 

role in the process. They have given their time and effort to be heard, and the issue at hand is probably 
very important to them personally. If testimony gets heated, the Chair can always call for an at ease so 
that tempers can cool. 

 
7. Cell phones off. Ringing phones are annoying, but texting someone in the audience or another board 

member during the meeting is disconcerting and secretive. This does not encourage trust between the 
team members themselves or the public. 

 
8. Speak clearly. When before the public, always speak so that they can hear you. You may not have a 

good sound system to amplify your voice, so speak loudly and clearly. 
 
 
  

THE STATE OF ALASKA 
MIKE DUNLEAVY 
GOVERNOR 
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Boards and Commissions 
Office of the Governor 

 
550 W 7th Ave. Suite 1700 
Anchorage, Alaska 99501 

907-269-0006 
 

Introduction to Robert’s Rules of Order 
 
What is parliamentary procedure? 
It is a set of rules for conduct at meetings, which allows everyone to be heard and to make decisions without 
confusion. 
 
Why is parliamentary procedure important? 
Because it is a time-tested method of conducting business at meetings and public gatherings. It can be adapted 
to fit the needs of any organization. Today, Robert's Rules of Order Newly Revised is the basic handbook of 
operation for most clubs, organizations, and other groups. It is important that everyone is familiar with these 
basic rules! 
 
Order of Business: 
Organizations using parliamentary procedure usually follows a fixed order of business. A typical example: 

1. Call to order. 
2. Roll call of members present. 
3. Reading of minutes of last meeting. 
4. Officer’s reports. 
5. Committee reports. 
6. Special orders --- Important business previously designated for consideration at this meeting. 
7. Unfinished business. 
8. New business. 
9. Announcements. 
10. Adjournment. 

 
Motions: 
The method used by members to express themselves is in the form of moving motions. A motion is a proposal 
that the entire membership take action or a stand on an issue. Individual members can: 

1. Call to order. 
2. Second motions. 
3. Debate motions. 
4. Vote on motions. 

 
Types of Motions: 

1. Main Motions: The purpose of a main motion is to introduce items to the membership for their 
consideration. They cannot be made when any other motion is on the floor, and yield to privileged, 
subsidiary, and incidental motions. 

2. Subsidiary Motions: Their purpose is to change or affect how a main motion is handled, and is voted 
on before a main motion. 

3. Privileged Motions: Their purpose is to bring up items that are urgent about special or important 
matters unrelated to pending business. 

4. Incidental Motions: Their purpose is to provide a means of questioning procedure concerning other 
motions and must be considered before the other motion. 

THE STATE OF ALASKA 
MIKE DUNLEAVY 
GOVERNOR 
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How is a Motion Presented? 

1. Obtaining the floor: 
a. Wait until the last speaker has finished. 
b. Rise and address the Chairman by saying, "Mr. Chairman, or Mr. President." 
c. Wait until the Chairman recognizes you. 

2. Make Your Motion: 
a. Speak in a clear and concise manner. 
b. Always state a motion affirmatively. Say, "I move that we ..." rather than, "I move that we do 

not ...". 
c. Avoid personalities and stay on your subject. 

3. Wait for Someone to Second Your Motion. 
4. Another member will second your motion or the Chairman will call for a second. 
5. If there is no second to your motion, it is lost. 
6. The Chairman States Your Motion: 

a. The Chairman will say, "it has been moved and seconded that we ..." Thus, placing your 
motion before the membership for consideration and action. 

b. The membership then either debates your motion or may move directly to a vote. 
c. Once your motion is presented to the membership by the Chairman it becomes "assembly 

property” and cannot be changed by you without the consent of the members. 
7. Expanding on Your Motion: 

a. The time for you to speak in favor of your motion is at this point, rather than at the time you 
present it. 

b. The mover is always allowed to speak first. 
c. All comments and debate must be directed to the Chairman. 
d. Keep to the time limit for speaking that has been established. 

The mover may speak again only after other speakers are finished, unless called upon by the Chairman. 
1. Putting the Question to the Membership: 

a. The Chairman asks, "Are you ready to vote on the question?" 
b. If there is no more discussion, a vote is taken. 
c. On a motion to move, the previous question may be adapted. 

 
Voting on a Motion: 
The method of vote on any motion depends on the situation and the by-laws of policy of your organization. 
There are five methods used to vote by most organizations, they are: 
 

1. By Voice -- The Chairman asks those in favor to say, "aye", those opposed to say "no". Any member 
may move for an exact count. 

2. By Roll Call -- Each member answers "yes" or "no" as his name is called. This method is used when a 
record of each person's vote is required. 

3. By General Consent -- When a motion is not likely to be opposed, the Chairman says, "if there is no 
objection ..." The membership shows agreement by their silence, however if one member says, "I 
object," the item must be put to a vote. 

4. By Division -- This is a slight verification of a voice vote. It does not require a count unless the 
chairman so desires. Members raise their hands or stand. 

5. By Ballot -- Members write their vote on a slip of paper, this method is used when secrecy is desired. 
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There are two other motions that are commonly used that relate to voting. 
 

1. Motion to Table -- This motion is often used in the attempt to "kill" a motion. The option is always 
present, however, to "take from the table", for reconsideration by the membership. 

2. Motion to Postpone Indefinitely -- This is often used as a means of parliamentary strategy and allows 
opponents of motion to test their strength without an actual vote being taken. Also, debate is once 
again open on the main motion. 

 
Parliamentary Procedure is the best way to get things done at your meetings. It will only work if you use it 
properly. Most importantly, BE COURTEOUS. 
 

1. Allow motions that are in order. 
2. Have members obtain the floor properly. 
3. Speak clearly and concisely. 
4. Obey the rules of debate. 

 
Additional Resources: 
Simplified Handbook of Parliamentary Procedure 
Robert’s Rules of Order Archive 
FAQs 
Motions  
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Parliamentary Words and Terms 
Abstain – not voting one way or the other  
Adjourn – ending the meeting  
Adopt – to okay or accept  
Agenda – an outline of items to address at a meeting  
Amendment – adding on to a motion, usually to improve it, enlarge its intent, or to make it more 
understandable  
Appeal the decision of the Chair – to question the Chairperson’s decision and ask the group to 
change it  
Appoint – to place someone in a job or position  
By-laws – the rules a group has agreed to follow and the goals of the organization  
Caucus – getting together outside the regular meeting to decide on plans, position, policy and/or 
people to nominate  
Chair – the position held by the meeting’s leader  
Committee – a group that reviews and reports on a special task given to them by the larger 
membership. A committee may recommend actions to be taken based upon its findings.  
General Consent – approval by the group. If even one member objects, a vote must be taken.  
Majority opinion – the decision of more than half the voting members  
Minority opinion – the position held by less than half of the voting members  
Minutes – official record of a meeting  
Motion – a member’s proposal for action  
Nominate – to recommend a person for election to office  
Pending – still up in the air and undecided  
Personal privilege – calling attention to something having to do with the well being of the people at 
the meeting, such as asking to have a window opened  
Point of Information – asking for more information before making a decision  
Point of Order – correcting a mistake that is against the rules of the organization  
Pro Tem – temporary  
Proxy – permission given, usually in writing, by one member for another member to vote in his or 
her name  
Orders of the Day – calling for the group to get back to the agenda or the main business of the 
meeting Question – a motion that is under discussion with a vote to be taken on it  
Recess – taking a short break  
Rescind – to take back or withdraw  
Resolution – usually a policy statement being suggested to the group for approval  
Second – support for a motion. Before a group can handle a proposal, it must know that two people 
want to have it discussed  
Standing Committee – a committee that goes year round such as a program planning committee 
Suspending of the  
Rules – discussing something without sticking to the rules of the meeting Veto – to turn “thumbs 
down” on a motion or idea 
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Robert’s Rules of Order Motions Chart 
Based on Robert’s Rule of Order Newly Revised (11th Edition) 

https://robertsrules.org/motionsprint.html 
 

Part 1, Main Motions. These motions are listed in order of precedence. A motion can be 
introduced if it is higher on the chart than the pending motion. 

§ indicates the section from Robert's Rules. 
§ PURPOSE: YOU SAY: INTERRUPT? 2ND? DEBATE? AMEND? VOTE? 

§21 Close meeting I move to 
adjourn No Yes No No Majority 

§20 Take break I move to recess 
for ... No Yes No Yes Majority 

§19 Register 
complaint 

I rise to 
a question of 
privilege 

Yes No No No None 

§18 Make follow 
agenda 

I call for the 
orders of the 
day 

Yes No No No None 

§17 Lay aside 
temporarily 

I move to lay 
the question on 
the table 

No Yes No No Majority 

§16 Close debate 
I move the 
previous 
question 

No Yes No No 2/3 

§15 Limit or extend 
debate 

I move 
that debate be 
limited to ... 

No Yes No Yes 2/3 

§14 Postpone to a 
certain time 

I move to 
postpone the 
motion to ... 

No Yes Yes Yes Majority 

§13 Refer to 
committee 

I move to refer 
the motion to ... No Yes Yes Yes Majority 

§12 Modify wording 
of motion 

I move to 
amend the 
motion by ... 

No Yes Yes Yes Majority 

§11 Kill main motion 

I move that the 
motion be 
postponed 
indefinitely 

No Yes Yes No Majority 

§10 
Bring business 
before assembly 
(a main motion) 

I move that [or 
"to"] ... No Yes Yes Yes Majority 
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Part 2, Incidental Motions. No order of precedence. These motions arise incidentally and are 
decided immediately. 

§ PURPOSE: YOU SAY: INTERRUPT? 2ND? DEBATE? AMEND? VOTE? 
§23 Enforce rules Point of Order Yes No No No None 

§24 Submit matter 
to assembly 

I appeal from the 
decision of the 
chair 

Yes Yes Varies No Majority 

§25 Suspend rules I move to 
suspend the rules No Yes No No 2/3 

§26 
Avoid main 
motion 
altogether 

I object to the 
consideration of 
the question 

Yes No No No 2/3 

§27 Divide motion I move to divide 
the question No Yes No Yes Majority 

§29 Demand a 
rising vote 

I move for a 
rising vote Yes No No No None 

§33 Parliamentary 
law question 

Parliamentary 
inquiry Yes, if urgent No No No None 

§33 Request for 
information 

Point of 
information Yes, if urgent No No No None 

 
Part 3, Motions That Bring a Question Again Before the Assembly. 
No order of precedence. Introduce only when nothing else is pending. 

§ PURPOSE: YOU SAY: INTERRUPT? 2ND? DEBATE? AMEND? VOTE? 

§34 Take matter 
from table 

I move to take 
from the table 
... 

No Yes No No Majority 

§35 
Cancel 
previous 
action 

I move to 
rescind ... No Yes Yes Yes 

2/3 or 
Majority 

with notice 

§37 Reconsider 
motion 

I move to 
reconsider ... No Yes Varies No Majority 
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Boards and Commissions 
Office of the Governor 

 
550 W 7th Ave. Suite 1700 
Anchorage, Alaska 99501 

907-269-0006 
 

Open Meetings Act 
 

The State of Alaska's Open Meetings Act (AS 44.62.310-.312) requires that all meetings of a public entity's governing 
body be open to the public and that the body provide reasonable notice of its meetings. The Open Meetings Act (OMA) 
is intended to ensure that decisions made and actions taken are public knowledge and represent the will of the public 
that the governing body serves. In essence, the OMA protects the public's right to know. 
 
To be able to protect the public's right to know, the OMA requires that: 

• all deliberations and action taken by a public entity must be done in public view, with limited exceptions; 
• the public must be provided prior knowledge of all steps occurring in the decision-making process, with limited 

exceptions; and that 
• individual actions of an official are made known. 

 
In order for these requirements to have full effect, meetings must occur as provided in the notice; and, with few 
exceptions, the public must be allowed to involve itself in the meeting. The public must also have access to materials 
being considered during the meeting. 
 
In addition to laying out specific steps required for meetings and allowable exceptions, the statutes addressing open 
meetings speak about the state's policy regarding what authority the public has delegated to governing bodies. 
Following is a synopsis. 
 
According to the 'State Policy Regarding Meetings' (AS 44.62.312): 

• The government exists to aid in conducting the people's business. 
• Government units should act and deliberate openly. 
• The people do not yield sovereignty to government agencies that serve them. 
• Public servants have not been given the right to decide what is good or not good for the people to know. 
• People should remain informed so they may retain control over the government they created. 
• The use of teleconferences is for the convenience of the parties, public, and government. 
• The Open Meetings Act should be narrowly construed to effectuate these policies and avoid unnecessary 

exemptions. 
 
What is the Open Meetings Act? 
The State of Alaska's Open Meetings Act (AS 44.62.310-.312), is a law that addresses the meetings of public entities; it 
protects the public's right to know and their opportunity to be heard. Among other things, the Act: 

• defines public meetings and public entities; 
• lays out specific requirements for public notice; 
• requires that all meetings of a governmental body of a public entity are open to the public; 
• lays out provisions for attendance at meetings and voting methods; 
• lays out provisions for distribution of meeting materials; and 
• lists the few exceptions to the Act, as well as matters that may be discussed in executive session. 

In order to assure that the public information/participation provisions of the Act are met, the Act requires that the public 
entity must provide "reasonable" notice that meets the requirements of the Act. To meet these notice requirements, the 
notice must: 

• be provided within a reasonable amount of time prior to the meeting; 
• include the date, time, and place of the meeting; 
• be posted at the principal office of the public entity, in addition to any other methods and locations stated in 

local ordinance; and 
• be done in the same way each time (consistent). 

THE STATE OF ALASKA 
MIKE DUNLEAVY 
GOVERNOR 
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What is the definition of a meeting that would fall under the provisions of the Open Meetings Act? 
 
AS 44.62.310(h) provides detailed definitions of "governmental body," "meeting," and "public entity" that, when 
combined, define what constitutes a public meeting. The Act makes a distinction between what constitutes a meeting of 
a policy/decision-making body and what constitutes a meeting of an advisory-only body. 
 
A meeting of a decision- or policy-making body occurs when more than three members, or a majority of the members, 
whichever is less, engage collectively in discussion of a subject that the body is authorized to act and set policy on and 
is therefore subject to the Open Meetings Act. Under this definition, it doesn't matter where the meeting occurs, if it was 
prearranged, or who arranged it and could include unplanned casual or social contact. 
 
A meeting of an advisory-only body is a prearranged gathering to consider a matter on which the entity is authorized to 
advise and assist the decision-making body and is subject to the provisions of the Act. The Act doesn't specify a 
number, so two or more members, if the gathering is prearranged for the purpose of conducting any business of the 
entity, could constitute a meeting. 
 
What types of meetings might be conducted that would require notice under the Open Meetings Act? 
 
Following are the most common types of meetings that would be subject to the Open Meetings Act: 
 
Regular Meetings: State law requires that the governing body conduct its business at regularly scheduled meetings that 
are open to the public. Regular meetings must be held at least once a month and may be held more often, as required or 
established in local ordinance. The local code of ordinances should provide the date, time, and place of regular meetings 
so that everyone knows when regular meetings will take place. The public shouldn't have to wonder about the meeting 
time, date, and place always changing. If at times it is necessary to reschedule the regular meeting, notice must be 
posted informing the public that the regular meeting has been rescheduled and when it will be held. 
 
Special Meetings: Special meetings have the same requirements as regular meetings, except that they are called for a 
different time than that fixed for regular meetings. For example, local ordinance may require that the governing body 
hold its regular meeting on the third Tuesday of each month at 7:00 PM at the municipal offices. If the governing body 
must meet earlier, it can call a special meeting for a different date. The special meeting does not take place instead of 
the regular meeting, it is in addition to the regular meeting. Special meetings should be held rarely and only to address 
time sensitive issues. A special meeting may be held with less than 24-hour’s notice if all members are present or if 
absent members have waived in writing the required notice. Waiver of notice can be made before or after the special 
meeting is held. 
 
Emergency Meetings: Emergency meetings are held to address situations that are so urgent that the governing body 
must meet right away. An emergency meeting may be held if a majority of the members are given at least 24 hours oral 
or written notice and reasonable efforts are made to notify all members. 
 
Committee Meetings: Permanent ("standing") committees and temporary ("ad hoc") committees of the governing body 
may be formed to study particular issues in more detail. Standing committees may include the finance committee, public 
works committee, and/or a facilities committee. Ad hoc committees are formed to address a specific situation and are 
disbanded once the situation has been dealt with. Committees may be composed of all members of the governing body 
(referred to as a committee of the whole), or of fewer members, usually three. A committee cannot take action on behalf 
of the full governing body but instead makes a recommendation to the governing body for the governing body's action. 
Usually the committee of the whole meets to discuss items that are not ready for action but need further discussion in an 
informal setting. For example, the annual budget usually requires a work session before it is formally adopted. 
 
Board of Equalization: The governing body, or its appointees, sits as the Board of Equalization in municipalities that 
levy a property tax. AS 29.45.200(a) states, "the governing body sits as a board of equalization for the purpose of 
hearing an appeal from a determination of the assessor." A property owner who believes the assessor has made a 
mistake in the yearly valuation of their property may appeal the assessor's decision to the board of adjustment, which 
meets once a year. 
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How much notice is required to meet the "reasonable" public notice provision of the Open Meetings Act? 
How much notice is required depends on the complexity of the issue and the potential effect it will have. Proper public 
notice must be provided in advance of the proposed action and local ordinances should state the minimum number of 
days that notice is required. This number should be adjusted up if the situation warrants additional notice. Special and 
emergency meetings require only 24-hour notice or less. If less notice is given, absent members must waive the notice 
requirement. Notice requirements for work sessions and committee meetings should follow the same guidelines as those 
established in local ordinance for regular meetings. 
 
There are minimum mandatory notice requirements for certain actions, such as notice of a public hearing on a proposed 
ordinance, or election notice. There is, however, no specific number of days spelled out in statute that defines 
"reasonable." The general tone of case law on the subject has essentially found that reasonable notice provides enough 
notice that a concerned party will have notice of a proposed action within enough time to be involved in the 
deliberations. This could vary anywhere from three months to three days. The notice also has to provide enough 
information to let the public know what subjects will be covered in the meeting. If a complete agenda isn't available at 
the time of posting, a summary will work until the complete agenda is available. 
 
Local ordinances should contain all of the requirements for public notice of meetings including what to include in the 
notice, where the notices are posted, and how soon before the meeting the notices are posted. 
 
Where and how does notice have to occur? 
State law, AS 44.62.310(e), requires that reasonable notice include the date, time, and place of the meeting; and, if by 
teleconference, the location of any teleconferencing facilities. It also provides that notice may be given in print or 
broadcast media; that it be posted at the principal office of the public entity or, if no principle office, at a location 
designated by the governing body; and that it be done in the same way each time "consistent." 
 
In addition to the locations required in statute, notice should be posted at well-used locations in the community like the 
post office, the store, government offices, and the community bulletin board. It may also be published in a newspaper of 
general circulation in the community or broadcast over a local radio station in addition to any other means and locations 
stated in local ordinance. 
 
Are there exceptions to the Open Meetings Act and what subjects may be discussed in executive session? 
Exceptions to the OMA are discussed in the Executive Session section of LOGON. 
 
Is secret ballot voting allowed under the act? 
Almost always, no. In addition to requiring that deliberations of a governing body be open to the public, the act also 
requires that the vote shall be conducted in such a manner that the public may know the vote of each person entitled to 
vote, including meetings conducted by teleconference. The one exception is organizational meetings of a governing 
body to elect members to various offices, which are exempted from the requirement that the vote of each member be 
made public (AS 44.62. 310(a)). 
 
Is telephone polling considered a violation of the Open Meetings Act? 
Whether a phone poll by a member or agent of the governing body would be considered a violation of the act, depends 
on the subject matter. If the matter involves an administrative or procedural issue that would not warrant public 
discussion, a phone poll may be conducted. If, however, the phone poll touches on an issue that should be discussed in 
an open meeting or can have the effect of swaying opinion on a public issue, it could be considered a violation of the 
act. 
 
Who enforces the Open Meetings Act? 
It is the responsibility of the administration and governing body to assure that the provisions of the Open Meetings Act 
are enforced. Any individual may contest an action administratively through local channels that they think was done in 
violation of the Open Meetings Act and ultimately may, within 180 days, file a court action if the issue isn't remedied 
locally AS 44.62.310(f). 
 
There are several court cases that have ruled in favor of the Open Meetings Act. When deciding these cases, the court 
doesn't just consider whether a violation has occurred, but also considers whether the action has interfered with the 
public process that the act was intended to protect. 
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What is the cure for a violation of the Open Meetings Act? 
Actions taken at meetings that are found to be in violation of the Open Meetings Act may be voided. Failing to provide 
proper notice can cost a great deal of money to defend in addition to the wasted time and effort involved. The governing 
body can attempt an informal cure by holding another meeting in compliance with the Open Meetings Act and 
conducting a substantial and public reconsideration of the matters. 
 
If a lawsuit is filed, the court may void any action taken by the governing body if the court finds that, considering all of 
the circumstances, the public interest in compliance with the law outweighs the harm that would be caused by voiding 
the action AS 44.62.310(f)). 
 
In deciding whether to void an action, the court must consider: 
(1) the expense that may be incurred if the action is voided; 
(2) the disruption that may be caused if the action is voided; 
(3) the possibility of additional litigation if the action is voided; 
(4) the extent to which the subject has previously been considered in compliance with the act; 
(5) the amount of time that has passed since the action was taken; 
(6) the degree to which the action has come to be relied on; 
(7) whether and to what extent the governmental body has, before or after the lawsuit was filed, engaged in or attempted 
to engage in public reconsideration of the matter; 
(8) the degree to which the violations were willful, flagrant, or obvious; 
(9) the degree to which the governing body failed to adhere to the policy under AS 44.62.312 (a). 
 
This does not apply to an advisory only body that that has no authority to establish policies and make decisions for the 
public entity (AS 44.62.310(g)). 
 
What effect does attorney client privilege have in dealings between a public entity and its attorney? 
Executive session procedure requires that the reason for calling the executive session is clearly stated. The attorney-
client privilege exemption to the Open Meetings Act is limited to matters where public interest may be injured. This 
might include how to avoid legal liability, litigation strategies and candid discussion of facts, a proposed settlement 
conference, and a conference on a decision to appeal. 
 
In addition to the rights protected under the Open Meetings Act, what rights can the public expect under state 
law? 
In addition to the rights protected under the Open Meetings Act, Title 29 reiterates the requirement that all meetings be 
open to the public and provides that the public will have the right to be heard at regular and special meetings AS 
29.20.020. 
 
AS 29.20.160 lays out the procedures that a governing body must follow in conducting its meetings. These 
procedures include: 

• Provision for identification of the presiding and deputy-presiding officers; 
• The requirement that the governing body hold at least one regular monthly meeting, unless otherwise 

provided by ordinance; 
• The requirement that the governing body shall provide at least 24-hour notice for special meetings or 

absent members must waive the notice requirement; 
• Clarification on how actions of the governing body are adopted and what constitutes a quorum; 
• The requirement that all members present shall vote on every question, unless required to abstain; and 

The requirement that a governing body maintain a journal of its proceedings that is available to the public. 
• AS 29.20.380 assigns certain meeting duties and responsibilities to the municipal clerk. These 

include: 
• Attendance at public meetings; 
• Keeping the journal; 
• Assuring that notice and other requirements for public meetings are complied with; 
• Assuring that public records are available for public inspection; 
• Managing and maintaining public records; and 
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• Preparing agendas and agenda packets. 
•  

Who enforces the local rules under which a municipality conducts its meetings? 
Governing bodies must have procedures in place and follow them for their meetings. Some of these procedures are in 
Title 29 and other statutes. Others are in the local ordinances, which are usually more specific and detailed than Title 29, 
or in rules of procedure adopted by the governing body. 
Essentially, the presiding officer enforces the rules by following them when conducting a meeting and, when there is a 
question of procedure, the clerk, acting as parliamentary advisor, researches the question and proposes an answer, which 
the presiding officer then rules on. Members of the public also enforce the rules by questioning whenever something 
occurs that doesn't seem to follow the rules. The last resort for enforcement is a lawsuit. 
 
Additional Resources 
Alaska’s Open Meetings Law by Gordon J Tans 
Open Meetings Act AS 44.62.310-.312 
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Sec. 44.62.310. Government meetings public.  
 (a) All meetings of a governmental body of a public entity of the state are open to the public except as otherwise 
provided by this section or another provision of law. Attendance and participation at meetings by members of the public 
or by members of a governmental body may be by teleconferencing. Agency materials that are to be considered at the 
meeting shall be made available at teleconference locations if practicable. Except when voice votes are authorized, the 
vote shall be conducted in such a manner that the public may know the vote of each person entitled to vote. The vote at 
a meeting held by teleconference shall be taken by roll call. This section does not apply to any votes required to be 
taken to organize a governmental body described in this subsection. 
 
 (b) If permitted subjects are to be discussed at a meeting in executive session, the meeting must first be convened as a 
public meeting and the question of holding an executive session to discuss matters that are listed in (c) of this section 
shall be determined by a majority vote of the governmental body. The motion to convene in executive session must 
clearly and with specificity describe the subject of the proposed executive session without defeating the purpose of 
addressing the subject in private. Subjects may not be considered at the executive session except those mentioned in the 
motion calling for the executive session unless auxiliary to the main question. Action may not be taken at an executive 
session, except to give direction to an attorney or labor negotiator regarding the handling of a specific legal matter or 
pending labor negotiations. 
 
 (c) The following subjects may be considered in an executive session: 
     (1) matters, the immediate knowledge of which would clearly have an adverse effect upon the finances of the public 
entity; 
 
     (2) subjects that tend to prejudice the reputation and character of any person, provided the person may request a 
public discussion; 
 
     (3) matters which by law, municipal charter, or ordinance are required to be confidential; 
 
     (4) matters involving consideration of government records that by law are not subject to public disclosure. 
 
 (d) This section does not apply to 
     (1) a governmental body performing a judicial or quasi-judicial function when holding a meeting solely to make a 
decision in an adjudicatory proceeding; 
 
     (2) juries; 
 
     (3) parole or pardon boards; 
 
     (4) meetings of a hospital medical staff; 
 
     (5) meetings of the governmental body or any committee of a hospital when holding a meeting solely to act upon 
matters of professional qualifications, privileges, or discipline; 
 
     (6) staff meetings or other gatherings of the employees of a public entity, including meetings of an employee group 
established by policy of the Board of Regents of the University of Alaska or held while acting in an advisory capacity to 
the Board of Regents; 
 
     (7) meetings held for the purpose of participating in or attending a gathering of a national, state, or regional 
organization of which the public entity, governmental body, or member of the governmental body is a member, but only 
if no action is taken and no business of the governmental body is conducted at the meetings; or 
 
     (8) meetings of municipal service area boards established under AS 29.35.450 — 29.35.490 when meeting solely to 
act on matters that are administrative or managerial in nature. 
 
 (e) Reasonable public notice shall be given for all meetings required to be open under this section. The notice must 
include the date, time, and place of the meeting and if, the meeting is by teleconference, the location of any 
teleconferencing facilities that will be used. Subject to posting notice of a meeting on the Alaska Online Public Notice 
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System as required by AS 44.62.175(a), the notice may be given using print or broadcast media. The notice shall be 
posted at the principal office of the public entity or, if the public entity has no principal office, at a place designated by 
the governmental body. The governmental body shall provide notice in a consistent fashion for all its meetings. 
 
 (f) Action taken contrary to this section is voidable. A lawsuit to void an action taken in violation of this section must 
be filed in superior court within 180 days after the date of the action. A member of a governmental body may not be 
named in an action to enforce this section in the member’s personal capacity. A governmental body that violates or is 
alleged to have violated this section may cure the violation or alleged violation by holding another meeting in 
compliance with notice and other requirements of this section and conducting a substantial and public reconsideration of 
the matters considered at the original meeting. If the court finds that an action is void, the governmental body may 
discuss and act on the matter at another meeting held in compliance with this section. A court may hold that an action 
taken at a meeting held in violation of this section is void only if the court finds that, considering all of the 
circumstances, the public interest in compliance with this section outweighs the harm that would be caused to the public 
interest and to the public entity by voiding the action. In making this determination, the court shall consider at least the 
following: 
     (1) the expense that may be incurred by the public entity, other governmental bodies, and individuals if the action is 
voided; 
 
     (2) the disruption that may be caused to the affairs of the public entity, other governmental bodies, and individuals if 
the action is voided; 
 
     (3) the degree to which the public entity, other governmental bodies, and individuals may be exposed to additional 
litigation if the action is voided; 
 
     (4) the extent to which the governing body, in meetings held in compliance with this section, has previously 
considered the subject; 
 
     (5) the amount of time that has passed since the action was taken; 
 
     (6) the degree to which the public entity, other governmental bodies, or individuals have come to rely on the action; 
 
     (7) whether and to what extent the governmental body has, before or after the lawsuit was filed to void the action, 
engaged in or attempted to engage in the public reconsideration of matters originally considered in violation of this 
section; 
 
     (8) the degree to which violations of this section were wilful, flagrant, or obvious; 
 
     (9) the degree to which the governing body failed to adhere to the policy under AS 44.62.312(a). 
 
 (g) Subsection (f) of this section does not apply to a governmental body that has only authority to advise or make 
recommendations to a public entity and has no authority to establish policies or make decisions for the public entity. 
 
 (h) In this section, 
     (1) “governmental body” means an assembly, council, board, commission, committee, or other similar body of a 
public entity with the authority to establish policies or make decisions for the public entity or with the authority to 
advise or make recommendations to the public entity; “governmental body” includes the members of a subcommittee or 
other subordinate unit of a governmental body if the subordinate unit consists of two or more members; 
 
     (2) “meeting” means a gathering of members of a governmental body when 
          (A) more than three members or a majority of the members, whichever is less, are present, a matter upon which 
the governmental body is empowered to act is considered by the members collectively, and the governmental body has 
the authority to establish policies or make decisions for a public entity; or 
 
          (B) more than three members or a majority of the members, whichever is less, are present, the gathering is 
prearranged for the purpose of considering a matter upon which the governmental body is empowered to act, and the 
governmental body has only authority to advise or make recommendations for a public entity but has no authority to 
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establish policies or make decisions for the public entity; 
 
     (3) “public entity” means an entity of the state or of a political subdivision of the state including an agency, a board 
or commission, the University of Alaska, a public authority or corporation, a municipality, a school district, and other 
governmental units of the state or a political subdivision of the state; it does not include the court system or the 
legislative branch of state government. 
 
Sec. 44.62.312. State policy regarding meetings.  
 (a) It is the policy of the state that 
     (1) the governmental units mentioned in AS 44.62.310(a) exist to aid in the conduct of the people’s business; 
 
     (2) it is the intent of the law that actions of those units be taken openly and that their deliberations be conducted 
openly; 
 
     (3) the people of this state do not yield their sovereignty to the agencies that serve them; 
 
     (4) the people, in delegating authority, do not give their public servants the right to decide what is good for the 
people to know and what is not good for them to know; 
 
     (5) the people’s right to remain informed shall be protected so that they may retain control over the instruments they 
have created; 
 
     (6) the use of teleconferencing under this chapter is for the convenience of the parties, the public, and the 
governmental units conducting the meetings. 
 
 (b) AS 44.62.310(c) and (d) shall be construed narrowly in order to effectuate the policy stated in (a) of this section and 
to avoid exemptions from open meeting requirements and unnecessary executive sessions. 
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ORDER OF OPERATIONS TO ACT AS A BOARD 

1.A member seeks recognition from the chair. 

2.The member is recognized by the chair and “has the floor.” 

3.The member makes a motion. 

4.The motion is seconded (if appropriate, see chart on other side). 

5.The chair (or staff, if delegated) restates the motion to the body. 

6.Board or commission debates the motion. 

7.Subsidiary motions are made, if any: Amend, table, send to committee (see chart on other side). 

8.Board or commission votes on subsidiary motion, if any. 

9.Board or commission votes on the main motion either by roll call or unanimous consent. 

10.The chair (or staff) announces the result of the vote. 

 

Best practices: 

1.Makers of motions should write them down before verbalizing, then hand the written motion to the 
secretary once the motion has been made on the floor. 

2.It is appropriate for the chair to call for a brief break (“at ease”) to untangle the motions when 
operations become confused. Do not proceed in confusion. 

 

 

PURPOSE YOU SAY INTER-
RUPT? 

2ND? DEBATE? AMEND? VOTE? 

Bring business before the 
board 

I move to… No Yes Yes Yes Majority 

Modify wording of motion I move to amend the motion by… No Yes Yes Yes Majority 

Lay aside temporarily I move to lay the question on the table. No Yes No No Majority 

Close debate I move the previous question. No Yes No No 2/3 

Limit or extend debate I move that debate be limited to… No  Yes No Yes 2/3 

Postpone to a certain time I move to postpone the motion to… No Yes Yes Yes Majority 

Refer to committee I move to refer the motion to… No  Yes Yes Yes Majority 

Kill main motion I move that the motion be postponed 
indefinitely. 

No Yes Yes Yes Majority 

Make follow agenda I call for the orders of the day. Yes No No No None or 2/3 

to overrule 
Take matter from table I move to take from the table… No Yes No No Majority 

Cancel previous action I move to rescind… No Yes Yes Yes 2/3 w/o prior 

notice 
Reconsider motion I move to reconsider… No Yes Varies No Majority 

Take a break I move to recess for… No Yes No Yes Majority 

Close meeting I move to adjourn. No Yes No No Majority 
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	DECISION AFTER REJECTION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and A
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 

	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	The Board, having reviewed and considered the entire record, including the transcript, exhibits and written argument from both parties, now issues this decision after rejection. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	3. 
	3. 

	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 
	2 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 
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	at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States Pharmacopeia (USP)
	https:/
	https:/
	).  Under California law, compounding of drug substances by a pharmacy must be consistent with but the Board may “adopt regulations to impose additional requirements for compounding drug preparations.”  (Bus. & Prof. Code § 4126.8.) 
	3 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 
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	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
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	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	Dr. Acosta responded: 
	Dr. Acosta responded: 


	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 
	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
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	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	-
	-
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	 at p. A459) (hereafter, Insanitary 

	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located
	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located
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	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,
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	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,


	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to
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	500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of non-pharmaceutical grade bulk substances. (Exhibit 26, p. A584.) With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 
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	500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of non-pharmaceutical grade bulk substances. (Exhibit 26, p. A584.) With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	Incomplete Compounding Logs 
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	Incomplete Compounding Logs 


	Use of Non-Compliant Bulk Drug Substances 
	Respondent’s Evidence 
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	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
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	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i


	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
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	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
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	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
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	, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript at p. 178.) Mr. Joseph testified that once they stopped compounding the peptide drugs, it only left a few SKUs 
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	Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not practical and would effectively prohibit all compounding of human drugs without an exemption from the new drug approval and other requirements in the FDCA.  The availability of compounded drug products is important for many patients, including among other reasons, when a patient is allergic to an ingredient in an FDA-appr
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	See (Food & Drug Adm., Bulk Drug Substances Used in Compounding, 
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	The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug Products in Accordance With Section 503A of the Federal Food, Drug, and Cosmetic Act, 81 Fed.Reg. 91071, 91072 n.1 (Dec. 16, 2016) (proposing release issued by the FDA to describe the criteria it would use to evaluate bulk 
	(21 U.S.C. § 353a(b)(1)(A)(i).) The statutory design sets out a hierarchy and if a drug monograph exists, it must be used. 



	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	The rule establishing the list of bulk substances that can be used in compounding by state-licensed compounding pharmacies or physicians operating under the exemption in Section 503A is codified at 21 C.F.R. Section 216.23.  To date, the FDA has not approved any bulk substance for administration via injection (all approved substances have been approved for topical use or as a dye for eye surgery). The FDA, pursuant to interim guidance, while it is evaluating the bulk substances nominated with adequate infor
	See (21 U.S.C. § 353a.) 
	See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) 
	(21 U.S.C. § 353a(b)(1)(A)(i).) 


	See (21 U.S.C. § 353a(b)(1)(A)(ii)-(iii).) 
	www.fda.gov/media/19438/download
	24 
	of the Federal Food, Drug, and Cosmetic Act (fda.gov)
	). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound using ingredients listed as Category 1 which were substances that were nominated with adequate information for the FDA to evaluate but for which the FDA has not completed its review. See (supra n.23, Exh. 17 at page A425.) 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
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	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 


	(21 U.S.C. § 353a(b)(1)(B)-(D).) 
	28 

	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	29 
	The Board has defined “quality” as: 
	The Board has defined “quality” as: 
	The Board has defined “quality” as: 


	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 



	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj

	46. 
	46. 
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	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	DECISION AFTER REJECTION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and A
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 
	On May 16, 2022, the ALJ issued an order denying a request for correction regarding the appropriate standard of proof against a facility license. On August 4, 2022, pursuant to section 11517 of the Government Code, the California State Board of Pharmacy (“Board”) issued an Order Rejecting the May 2, 2022 Proposed Decision and 
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	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	The Board, having reviewed and considered the entire record, including the transcript, exhibits and written argument from both parties, now issues this decision after rejection. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 
	1 



	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 
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	11500 et seq. An administrative hearing followed. 
	11500 et seq. An administrative hearing followed. 
	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degreeat Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States 
	2 
	2 

	3 
	3 



	6. 
	6. 
	Respondent is licensed as a non-resident pharmacy with a sterile compounding license issued by the Board. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Dr. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Dr. Acosta drafted an Investigation Report of her 
	4 
	4 



	This is referred to as a Pharm.D degree and holders are entitled to the Dr. designation. The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is 
	2 
	3 
	https:/standards
	/www.usp.org/frequently-asked-questions/usp-and-its-

	4 
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	7. 
	7. 
	7. 
	Dr. Acosta explained at hearing that compounding is making “something out of two other things” to make a “third or final product.” (Transcript at p. 23.) Sterile compounding is taking two or more ingredients and making a product that is sterile. The end product is required to be sterile before injecting the drug into a patient. (Id.) 

	8. 
	8. 
	Dr. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the 

	U.S. 
	U.S. 
	Dr. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Dr. Acosta the Analysis Reports for the following bulk drug substances, among others: BPC 157; Ipamorelin; CJC-1295; and TB-500. 
	5
	5



	9. 
	9. 
	On August 4, 2020, Dr. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Dr. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by California law. 
	6 
	6 



	10. 
	10. 
	Dr. Acosta’s first thought after seeing the listed bulk drug substanceswas “what in the world are some of these things?” (Transcript at p. 24.) For instance, she stated there are no drugs or substances in the U.S. called “BPC-157. She began conducting online searches to determine what these substances were, specifically CJC1295, BPC-157, TB-500, and Ipamorelin, and found that these substances were used as active APIs and were not approved drugs in the U.S. (Exhibits 11-16, pp. A327-A410.) 
	7 
	7 

	-


	11. 
	11. 
	Dr. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” (Exhibit 26, at p. A578.) Dr. Acosta did not define or identify the inactive ingredients. She found that respondent added 10% extra of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug pro

	R.Ph. means registered pharmacist. USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. (Cal. Code Regs, tit. 16, § 1735.1, subd. (d).) 
	5 
	6 
	7 
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	there is no need to add extra.” (Id.) 
	there is no need to add extra.” (Id.) 
	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. These laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. (Exhibit 21 at p. A466.) 
	[¶] … [¶] 
	[Dr. Acosta], as I replied previously, Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. ((Exhibit 21 at p. A469.) 
	Dr. Acosta responded: 
	Thank you for the information.  However, I want to be clear a rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. (Exhibit 22 at p. 484.) 
	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
	5 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Dr. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. (Exhibits 11-16, pp. A327-A411. She conceded that her research was of a general nature, and that some of it was not scientific. However, some scientific research stated that stability was an issue with peptides and they can degrade quickly which means difficulty dosing a patient.  (Exhibit 11 at p. A329.) A lot of her research concerned whether these substances were peptides or proteins. She found basic informat
	-


	Using active ingredients, inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement).
	8 
	8 


	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located at p. A459) (hereafter, Insanitary 
	8 
	 at https://www.fda.gov/media/124948/download) (Exhibit 20,
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	15. 
	15. 
	15. 
	As part of her research, Dr. Acosta consulted the “Orange Book: Approved Drugs Products with Therapeutic Equivalence Evaluations”and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. (Exhibit 19, pp. A447-A451.) 
	9 
	9 



	16. 
	16. 
	After conducting her research, Dr. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. (Exhibit 26, p. A581.) She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.”(Exhibit 15, p. A357.) She further noted that “it is a synthetic peptide because it does not o
	10 
	10 



	17. 
	17. 
	Dr. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” (Exhibit 26, p. A581.) TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. (Exhibit 16, p. A381; Exhibit 26, p. A581.) TB-500 is available for research purposes and is commonly used by veterinarians who conduct clinical trials on horses. (Exhibit 26, p. A581.) “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” (

	18. 
	18. 
	Dr. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” (Id.) 

	19. 
	19. 
	Dr. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 

	Conditions Guidance.) 
	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. (Food & Drug Adm., Electronic Orange Book (current as of Mar. 3, 2016) (locatedorange-book).) Another article found by Dr. Acosta also clearly states that this is an experimental peptide that is not currently approved for use as a human drug.  (Exhibit 15, p. A352.)  It also states that “[b]ecause BPC-157 has not been extensively studied in humans
	9 
	 at https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic
	-

	10 

	7 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	11 
	11 


	Dr. Acosta emphasized that “the federal law is within [the Board’s] authority to enforce.” (Transcript at p. 102.) She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” (Transcript at p. 134.) 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to

	21. 
	21. 
	Dr. Acosta explained that “quality” is defined in the Board’s regulations and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. (Transcript at p. 26-27.) Specifically, Dr. Acosta testified that in the U.S. we have dif

	A USP drug monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance standards. 
	11 
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	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	-

	22. 
	22. 
	Dr. Acosta also explained that under the legal definition of an “adulterated” drug is one that contains in, “whole or in part, any filth, putrid or decomposed substance.” (Id.) Dr. Acosta explained that this essentially means “that it’s dirty, it’s inappropriate for use, and in this case would be extremely inappropriate for injection into a human patient.” (Id.) Dr. Acosta added the filth and putrid substances in these “drugs” resulted from using unknown, unapproved chemicals of unknown quality for injectio

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Dr. Acosta testified that passing a sterility test does not mean that a vial is sterile. (Transcript at p. 29.) “The only way to know something is sterile is to test each and every vial.” (Id.) Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. Dr. Acosta explained that a lot of things go into making a sterile product, including the room, the technique, the filters and “it’s a long process.“ (Id. at p. 30.)
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test 
	for, among others: BPC-157; Ipamorelin; CJC*1295; and TB-500. (Id.) 
	Incomplete Compounding Logs 
	25. 
	25. 
	Dr. Acosta found incomplete compounding logs that did not include the name of the manufacturer. (Exhibit 26, pp. A586-A588.)  From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. (Id.) 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Dr. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP drug monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503A of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into Califor

	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	12 
	12 


	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014 and was the pharmacist-in-charge of the respondent during the time period when the drugs at issue in this case were compounded by respondent for distribution to California residents. From 1973 to 2016, Mr. Joseph held various pharmacist positions, fro

	Fellow of the International Academy of Compounding Pharmacists. 
	12 
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	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	28. 
	28. 
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i

	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. (Transcript at p. 154.) Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. (Id. at pp. 154-155.) Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standard
	13 
	13 



	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	13 
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	30. 
	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” (Transcript at p. 162-163.) Mr. Joseph also explained the process of mi

	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro

	33. 
	33. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. (Id. at p. 174.) Moreover, there were no statements like “not for pharmaceutical use” in the 
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	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	Confirmation of Sterility Prior to Dispensing 
	34. 
	34. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f

	Incomplete Compounding Logs 
	35. 
	35. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	36. 
	36. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, that were not components of drugs approved by the FDA Secretary and did not appear on 
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	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	14 
	14 


	p.
	p.
	 178.)  Respondent learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript
	15
	15



	Analysis 
	The Weighing of Expert Witnesses 
	37. 
	37. 
	The testimony provided consisted of opposing pharmacists as to the 

	Section 503A of the FDCA is codified at 21 U.S.C. § 353a. In this decision, the Board will refer to the sections of the FDCA in the body of the text and include where that section is codified in the United States Code in footnotes. (Food & Drug Adm., Warning Letter to Tailor Made Compounding, LLC. (Apr. 1, 2020) (hereafter, Tailor Made Warning Letter). (Exhibit 24, pp. A506-A511) (also publicly available at (the FDA issued a warning letter to a compounding pharmacy compounding with “ineligible drug substanc
	14 
	15 
	) 
	www.fda.gov/inspections
	-

	compliance-enforcement-and-criminal-investigations/warning-letters/tailor-made-compounding-llc
	-

	594743-04012020.
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	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	The Role of the FDA in Approval of Drug Products 
	38. 
	38. 
	Under the laws of the United States, the federal Food and Drug Administration (FDA) has the sole authority to approve drugs for use in the United States. It is violation of federal law for anyone to introduce or deliver for introduction into interstate commerce any new drug unless the FDA has approved an application filed.Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not
	16 
	16 

	17 
	17 



	See (Section 505 of the FDCA (21 U.S.C. § 355).) A similar prohibition exists under California law. See (Health & Saf. Code § 111550(a).) Generally, when the FDA evaluates a new drug for approval it considers clinical trials to evaluate both efficacy of a drug for a particular condition and the safety of the drug.  The FDA’s actions in this area must comply with notice and comment requirements giving all interested parties a chance to comment on proposed actions and the FDA’s actions approving new drugs are
	16 
	https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic-orange-book).) 
	17 
	Bulk Drug Substances Used in 
	Bulk Drug Substances Used in 
	Compounding | FDA 

	fda.gov/drugs/human-drug-compounding/bulk-drug-substances 
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	39. 
	39. 
	39. 
	To ensure that compounding by state-licensed pharmacies is not effectively prohibited by the new drug approval process and other restrictions in the FDCA, Congress passed an exemption, Section 503Aof the FDCA, that provides, in relevant part, an exemption for products compounded by a state-licensed pharmacist in a state-licensed pharmacy from FDCA requirements related to the new drug approval process (section 505), the labeling of drugs with adequate directions for use (section 502(f)(1)) and concerning com
	18 
	18 

	19 
	19 



	40. 
	40. 
	Section 503A(b)(1)(A)(i)of the FDCA provides, that a drug product may be compounded if the licensed pharmacist compounds the drug using bulk substances that: 1) comply with the standards of (1) a United States Pharmacopoeia (USP) or National Formulary (NF) monograph;2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears 
	20 
	20 

	21 
	21 

	22 
	22 



	See (21 U.S.C. § 353a.) See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) (21 U.S.C. § 353a(b)(1)(A)(i).) The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug P
	18 
	19 
	20 
	21 
	22 
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	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	23 
	23 

	24 
	24 


	To determine if a bulk drug substances is an eligible drug ingredient, a pharmacist seeking to use the substance needs to merely review whether USP or NF has a drug monograph for the substance, or if no drug monograph exists, whether the substance is an ingredient in an FDA approved drug by consulting the Orange Book, or if it appears on the list at 21 C.F.R. Section 216.23 or on the list maintained by the FDA for 503A Category 1 list.If the substance does not qualify under one of these avenues, it is an in
	25 
	25 


	41. 
	41. 
	In addition to satisfying the requirements of Section 503A(b)(1)(A)(i) of being an eligible drug ingredient, the substances must also comply with the provisions of Section 503A(b)(1)(A)(ii)-(iii)that requires that the ingredient be: 1) manufactured by an entity registered under section 360 of the FDCA; and 2) accompanied by a certificate of analysis for each bulk substance. Finally, the compounder must comply with the 
	26 
	26 



	See (Food & Drug Adm., Interim Policy on Compounding Using Bulk Drug Substances under Section 503A of the Federal Food, Drug and Cosmetic Act, Guidance for Industry (Jan. 2017).) (hereafter, FDA’s Bulk Drug Substances Interim Policy) (Exhibit 17, pp A411-A451, A423 & A425); (located on FDA website at 
	23 

	). 
	). 
	www.fda.gov/media/19438/download


	See (Food & Drug Adm., Tailor Made Warning Letter, supra n.15.)  In this warning letter, the FDA referred to drug products that do not meet the requirements of Section 503A(b)(1)(A)(i) as “ineligible drug products.” (Exhibit 24, pp. A508.) See (Food & Drug Adm., Bulk Drug Substances Nominated for Use in Compounding Under Section 503A of the Federal Food, Drug, and Cosmetic Act, ; (located at ). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound us
	24 
	25 
	Bulk Drug Substances Used in Compounding Under Section 
	Bulk Drug Substances Used in Compounding Under Section 
	 Nominated for Use in Compounding Under Section 503A 
	503A of the FD&C Act; | FDABulk Drug Substances

	of the Federal Food, Drug, and Cosmetic Act (fda.gov)

	www.fda.gov/media/94155/download
	www.fda.gov/media/94155/download
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	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	27 
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	28 
	28 


	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	42. 
	42. 
	Drugs may be administered topically, orally or via injection into the human body.  Drugs that are ingested orally present less dangers to patients from residual contaminants contained in a substance ingested orally. Drugs that are ingested orally go through the body’s digestive tract and the human body has the ability to filter out and excrete residual impurities in such drugs or substances consumed orally. In contrast, drugs injected into a patient’s bloodstream or body bypasses the human body’s main defen

	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	Accordingly, it is reasonable to interpret the phrase “applicable United States Pharmacopoeia monograph in this statutory provision as a reference to USP drug monographs, not USP dietary supplement monographs.  Moreover, adopting the alternative interpretation urged by the comment – i.e., that “applicable” USP monographs” include USP dietary supplement USP monographs – would not be in the best interest of the public health.  USP monographs for dietary supplements can differ in significant ways 
	(21 U.S.C. § 353a(b)(1)(B)-(D).) See (Withdrawn or Removed List of Drugs, 21 C.F.R. § 216.24 (list of drugs that have been withdrawn or removed from the market for reasons of safety or effectiveness). 
	27 
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	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	29 
	29 


	Quality of Compounded Sterile Human Drugs 
	43. 
	43. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including 
	filth, putrid, or decomposed substances, the absence of 
	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	44. 
	44. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 

	See (2019 Bulk Substances Adopting Release, supra n.21, 84 Fed.Reg. at p. 4705.) 
	29 
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	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
	30 
	30 


	45. 
	45. 
	The FDA also has stated that compounding using eligible drug ingredients that comply with the requirements of Section 503A must meet other requirements of the FDCA, including ensuring that adulterated drugs are not introduced into interstate commerce, including preparing, packaging or holding drugs under insanitary conditions.The FDA stated that drugs held under insanitary conditions are deemed to be adulterated regardless of whether they qualify for the exemption in Section 503A of the FDCA.The FDA identif
	31 
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	32 
	32 

	33 
	33 



	46. 
	46. 
	Dr. Acosta persuasively opined that respondent’s use of ungraded (i.e. non-pharmaceutical grade) active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP drug monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Dr. Acosta’s review of respondent’s master formulas and compounding logs

	47. 
	47. 
	The respondents and the ALJ in the rejected proposed decision seemed to be confused that the FDA’s Insanitary Conditions Guidancewas not binding or that 
	34 
	34 



	The FDA has also cited facilities for the use of substances that lack a description of grade. See (Food & Drug Adm., Inspection Observation Letter to DA La Vita Compounding Pharmacy (May 11, 2020) (located at , 
	30 
	https://www.fda.gov/media/137497/download
	https://www.fda.gov/media/137497/download

	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	issued 03/11/2020 (fda.gov)). 


	See (Food & Drug Adm., Insanitary Conditions Guidance, supra n.8.) (Id. at p. 1.) (Id. at page 5, § III.A.1, last bullet point.) The FDA issues its guidance documents pursuant to a regulation governing good guidance practices. 
	31 
	32 
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	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	-
	-

	48. 
	48. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for processing error did establish that respondent’s drug products contained harmful levels of other unknown contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Dr. Acosta testified that the evidence of contaminants is in the COA, and that the fact that respondent used an unknown chemical demonstr

	(Good Guidance Practices, 21 C.F.R. § 10.115.) This regulation specifies that you may use an alternative approach other than one set forth in a guidance document provided that, it complies with all relevant statutes and regulations.  The regulation also states that the “FDA is willing to discuss an alternative approach with you to ensure that it complies with the relevant statutes and regulations. (21 C.F.R. § 10.115(d)(2).) It is unfortunate that the respondents did not choose to exercise the option to con
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	49. 
	49. 
	49. 
	Dr. Acosta testified credibly and persuasively on this position.  Dr. Acosta raised serious concerns that respondent used bulk drug substances that were not pharmaceutical grade, the substances used were not approved by the FDA as component in an approved drug, do not have a USP drug monograph and are not listed on the FDA’s list of bulk substances approved for use in sterile compounding. for use in compounded human drugs in the U.S. Accordingly, the complainant established by a preponderance of the evidenc

	ADULTERATED PREPARATIONS 
	50. 
	50. 
	The evidence established that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug preparations that were adulterated by using non-pharmaceutical grade ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were not pharmaceutical grade and lacked a USP drug monograph to compare the grade used with a

	51. 
	51. 
	Mr. Joseph testified that an ingredient with a USP dr u g monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. USP drug monographs sets forth quality expectations and testing standards for substances for which a drug monograph has been established. There was no USP drug monograph for any of these substances undoubtedly because th
	-


	52. 
	52. 
	Mr. Joseph’s testimony that a USP drug monograph does not ensure that an ingredient is free of impurities or has requisite quality is equally unpersuasive.  The quality of an end product can never be guaranteed due to human and/or equipment 
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	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	53. 
	53. 
	For these reasons, the evidence established that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	54. 
	54. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used, in his opinion, a more superior bioluminescence test that is “an extremely accurate test to a much higher d

	INCOMPLETE COMPOUNDING LOGS 
	55. 
	55. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to 
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	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	56. 
	56. 
	The most egregious violation in this case is the fact that the respondents compounded sterile drug products for injection into the human body using ineligible drug ingredients as defined in Paragraph 40 of this decision. The evidence established that the respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the FDA; and (3) did not appear on a list developed by the FDA. Thus, it
	35 
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	57. 
	57. 
	Mr. Joseph testified that he was generally aware of the requirement that ingredients to be eligible for compounding must have a USP monograph or be in an ingredient in a commercially available drug or appear on a list of eligible substances developed by the FDA.  (Transcript at p. 177). Earlier in his testimony, Mr. Joseph testified that he was surprised Dr. Acosta had not heard of these substances as these substances had been sought by physicians for several years. (Transcript at p. 152). Mr. Joseph never 

	See (Health & Saf. Code § 111550(a).) 
	35 
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	58. 
	58. 
	58. 
	Mr. Joseph tried to justify compounding using these ineligible drug ingredients because respondent complied with other provisions of Section 503A(b)(1). First, he testified that these substances did not appear in what he called a “do not compound list” that he labelled as “a set in stone list where you don’t compound with those things on that list.”(Transcript at p. 177). He also testified at length that the suppliers were registeredand each bulk substance was accompanied by certificates of analysis.Mr. Jos
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	38 



	59. 
	59. 
	Mr. Joseph testimony also appeared to center on the fact that the FDA needs to disapprove of a drug or ingredient, or it is permissible to use for compounding sterile drug products.  (Transcript at pp 177.) For example, he testified that none of these ingredients were on the withdrawn or removed from the market list. In Paragraph 58, the Board explained why the absence of these substances from this list does not mean they were eligible drug ingredients.Respondent’s argument appears to be that the FDA must e
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	This requirement is detailed in Section 503A(b)(1)(C) (21 U.S.C. § 353a(b)(1)(C)).  This withdrawn or removed list is codified at 21 C.F.R. § 216.24. This list is important to consult because it could contain substances or drugs that were previously approved by the FDA or reflect greater knowledge of efficacy and long-term safety issues based on longer availability in the market. The fact that these substances were not on this list does not mean that they were eligible drug ingredients. This requirement is 
	36 
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	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	affirmatively act 

	1)
	1)
	have a USP or NF drug monograph; 2) be an ingredient in an FDA-approved drug; 3) or be listed in the list of approved bulk substances in FDA rule or listed as a Category 1 bulk substance that is under consideration by the FDA as detailed in paragraph 40 of this decision. By parity of reasoning, a pharmacist could compound a drug using any harmful substance so long as the FDA has not specifically disapproved of it. Such an argument ignores the fact that Congress has established requirements for FDA approval,
	40 
	40 



	Mr. Joseph also testified that there is nothing in federal law the provides a list as far as what bulk drug substances can be used for compounding and said that the list is under development.  (Transcript at p. 210.) Mr. Joseph is correct in that there is no one list to review to determine if a substance is an eligible drug ingredient. However, to ascertain whether a substance is eligible to use in compounding, a practitioner need only look to the USP or NF for a drug monograph for the substance, and if no 
	60. 
	60. 
	Mr. Joseph also testified that when respondent heard that some competitors were “hearing from the FDA that they should not be compounding with these medications, we voluntarily stopped compounding these medications.” (Transcript at p. 178) He further testified that the area was in flux but also testified that “No, we never felt we were doing anything wrong.” (Id.) Although the development of the bulk drug substance list is in the development stage, the requirements to qualify 

	If the FDCA required specific FDA disapproval of a drug or substance, the FDA would have to waste valuable time developing a list of every possible harmful substance rather than concentrating its energies, and those of the medical and scientific community, on evaluating the efficacy and safety of substances that have been nominated with sufficient scientific information for evaluation. To avoid regulatory gaps and administrative waste of resources, Congress wisely established an approval, rather than a disa
	40 
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	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	41 
	41 


	61. 
	61. 
	Mr. Joseph also appeared to try to justify the compounding of these ineligible drug ingredients because respondent received prescriptions from physicians for the general wellness of their patients. (Transcript at pp. 153, 194, 196-198.)  Mr. Joseph stated that physicians “had to have done research on these medications . . ..” (Transcript at p. 153.) Mr. Joseph also testified that a pharmacy cannot use any ingredients for high-risk compounding.  He stated that “[w]e have to have some indication that the ingr

	In addition to the warning letter sent to Tailor Made Compounding LLC by the FDA, the U.S. Attorney’s Office for the Eastern District of Kentucky announced in a press release on October 29, 2020, that Tailor Made Compounding LLC pled guilty to one count of distributing unapproved new drugs throughout the United States from October 28, 2018, through April 1, 2020. In connection with the plea agreement, Tailor Made agreed to forfeit approximately $1,750,000 representing its 2019 sales for those products. See 
	41 

	(announcing that compounding pharmacy plead guilty to one count of distributing unapproved new drugs throughout the U.S., including CJC-1295, BPC 157 and Ipamorelin, and the owner pled guilty to one count of unlawfully engaging in wholesale distributing of a prescription drug without licensing as a wholesale distributor in Kentucky.)  Obviously, the federal government found nothing in flux about the state of federal law in this area that prevented the filing of criminal charges against a compounding pharmac
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	-

	releases/nicholasville-compounding-pharmacy-and-its-owner-plead-guilty-unlawful-distribution
	-

	prescription 
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	used in compounded drug products.  In response to this comment, the FDA stated that: 
	used in compounded drug products.  In response to this comment, the FDA stated that: 
	The [FDCA] established the framework for regulating the drugs that physicians may prescribe. Within this framework, once a drug becomes legally available, with certain limited exceptions, FDA does not interfere with physician’s decisions to use it when they determine that in their judgment it is medically appropriate for their patients.  This Agency believes that this rule is consistent with this framework and does not overregulate.
	42 
	42 


	Thus, physicians and pharmacists do not have the ability to substitute their personal opinion as to the safety, effectiveness or legal availability of substances to be used as drugs or lawful ingredients in compounded sterile drugs sold or distributed in the United States.That safety and efficacy analysis and evaluation of drugs or the appropriate components of drugs resides solely with the FDA.The FDA, when reviewing or evaluating potential new drugs or lawful ingredients to be used in compounded drugs, is
	43 
	43 

	44 
	44 


	See (2019 Bulk Substances Adopting Release, supra, n.20, 84 Fed.Reg. at p. 4707.) As California licensed pharmacists are aware, reliance solely on a prescription written by a physician does not relieve a pharmacist of their professional obligations in other areas, including evaluating prescriptions written for controlled substances where pharmacists have a corresponding responsibility to ensure such prescriptions are issued for a legitimate medical purpose. (Health & Saf. Code § 11153(a).) One of the FDA’s 
	42 
	43 
	44 
	https://www.fda.gov/about-fda/what-we-do#mission
	https://www.fda.gov/about-fda/what-we-do#mission
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	62. 
	62. 
	62. 
	Respondent’s final argument was that the Board has no power to enforce the FCDA as the enforcement of the FCDA resides solely with the FDA.The Board disagrees. Although the FDA has significant enforcement tools, including the rights to seek injunctions, recalls and have the federal government institute criminal proceedings in appropriate cases, the FDA does not have the ability to either issue, discipline or revoke pharmacist’s licenses to practice pharmacy or pharmacy licenses or sterile compounding permit
	45 
	45 

	46 
	46 

	-
	47 
	47 



	(21 U.S.C. § 337(a).) This section requires that for the enforcement or to restrain violations shall be by and in the name of the United States, except for certain state actions. The Board is not aware of any federal decision invoking this section to deny a State licensing board the ability to discipline a license or permit issued to a pharmacist or a pharmacy. See, e.g., (Perez v. Nidek Co., LTD (9Cir. 2012) 711 F.3d 1109) (involving private party claims in medical devices area and fraud on the FDA in a fa
	45 
	th 
	th 
	th 
	th 
	th 
	46 
	47 
	Compounding Information for States | 
	Compounding Information for States | 
	FDA

	located at https://www.fda.gov/drugs/human-drug-compounding/compounding-information-states).) 
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	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	48 
	48 


	The Board is exercising its ability to enforce the licensing laws of the State of 
	California. In California, pharmacies and pharmacists operate in a regulatory 
	landscape that includes compliance with both applicable federaland state laws. The 
	49 
	49 


	requirement that drugs or components of drugs must be approved by the FDA is a 
	fundamental requirement under the federal drug regulatory structure and therefore 
	reasonable that the Board, if authorized under state law, could discipline licensees and 
	permit holders for violations of these basic requirements under both federal and state 
	law.The California Legislature had determined that disciplinary actions may be 
	50 
	50 


	undertaken under Subsection (o) of Section 4301 of the Business and Professions 
	Code for “violating or attempting to violate . . . applicable federal and state laws and 
	regulations governing pharmacy, including regulations established by the board or by 
	any other state or federal regulatory agency.” In this case, the violation of applicable 
	federal law is clear and does not require the Board to exercise discretionary authority 
	left solely to the FDA. Violation of the FDCA for the compounding of these 
	substances could be determined objectively by anyone after consulting three sources. 
	First, there is no USP or NF drug monograph for any of these substances.  Second, 
	these ingredients are not listed as an ingredient in any FDA-approved drug in the 
	Orange Book.  Lastly, none of these substances were listed in the rule for approved 
	bulk substances products listed in 21 C.F.R. section 216.23, or on Category 1 
	substances on the FDA website.  Therefore, the compounds were not eligible drug 
	ingredients for compounding as required under Section 503A(b)(1)(A)(i) regardless of 
	respondent’s compliance with any other provision of Section 503A. Accordingly, 
	respondent by distributing sterile compounding drugs using these ineligible drug 
	ingredients to consumers in California distributed unapproved new drugs in violation 
	(Insanitary Conditions Guidance, supra n.8 at p. 3.) For example, pharmacies and pharmacists must comply with rules of the Drug Enforcement Agency in the handling of controlled substances and other requirements established in the FDCA and the Board has disciplined licensees for violations of those laws as well as specific California laws. See ¶38 of this decision, supra n.15. 
	48 
	49 
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	of both federal and state law. 
	of both federal and state law. 
	Respondent also cited and misinterpreted selected quotations from minutes of 
	a Board meeting to show that the Board admitted that it lacked jurisdiction to enforce 
	the bulk substances rule. At hearing, respondent’s counsel cited to a statement in the 
	minutes from the April 29-30, 2021 Board meeting where Board counsel added that 
	“the bulk drug substance and analysis resides with the FDA and not the Board.” 
	(Transcript at p. 93.)Respondent’s counsel interpreted that statement to mean that 
	51 
	51 


	the Board conceded it lacked jurisdiction to discipline licensees for violations of the 
	bulk drug substances rules.  This totally misconstrues the counsel’s statement and 
	what it meant.  As stated numerous times in this decision, the FDA alone has the sole 
	authority to evaluate and take action to add a substance to the bulk list and approve it 
	for specific uses and mode of administration and that is what that counsel’s statement 
	means. The selective citation to one statement and misinterpretation of the meaning 
	is particularly concerning to the Board as it ignored the Board’s and Enforcement and 
	Compounding Committee’s numerous discussions of the issues associated with 
	another bulk substance, methylcobalamin, a synthetic B-12 substance, that is currently 
	listed on Category 1 of the 503A bulks list.  The Enforcement and Compounding 
	Committee and the Board have had extensive discussions regarding the staff’s 
	educational efforts surrounding use of inappropriate grade bulk substances.Also, 
	52 
	52 


	the Enforcement and Compounding Chair Report for the January 27-29, 2021 Board 
	meeting described earlier committee meetings and the discussion regarding 
	education of licensees of using the appropriate grade of bulk substance for the 
	intended mode of drug administration, and states that “[t]he committee took no 
	action on the item but noted that staff should focus on educating licensees when the 
	practice is identified and and keep the 
	exercise appropriate enforcement discretion 

	committee apprised of changes.” (emphasis added). In short, the Board has never 
	53 
	53 


	(Ca. Bd of Pharmacy, Minutes of Board Meeting (Apr. 29-30, 2021) at p. 33. (, See (Ca. Bd. of Pharmacy, Enforcement and Compounding Committee Chair Report for the Apr, 29-30, 2021 Board Meeting at pp.4-8 (describing the educational activities of the staff and other FDA guidance related to methylcobalamin.and use of inapprorpriate grade API to compound sterile products). , located at ).) This Chair report also detailed the consultation with the FDA that confirmed compounding with inappropriate grade API coul
	51
	Board Minutes (ca.gov)
	Board Minutes (ca.gov)

	located at https://www.pharmacy.ca.gov/meetings/minutes/2021/21_apr_bd_min.pdf).) 
	52 
	Attachment 
	Attachment 
	inserts for meeting materials (ca.gov)

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf
	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf
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	Chair Report (ca.gov) 

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_jan_bd_mat_x.pdf
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	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	63. 
	63. 
	The Board is also concerned that the ineligible drug ingredients used to compound sterile drug products appeared to be used for general wellness as opposed to treatment of discernible medical conditions.  As discussed in this decision, there are substantial differences between supplemental formulations intended for oral administration and sterile compounded drug preparations. In fact, supplements generally are not regulated as drugs but as foods.Mr. Joseph testified that the information respondent received 
	54 
	54 

	55 
	55 

	56 
	56 



	The Board is also concerned that a licensed compounding pharmacy in 
	California compounded sterile drug products using ineligible drug ingredients for 
	general wellness when there may have been other FDA-approved drugs available and 
	without any safety or effectiveness review by the FDA. When a consumer receives a 
	See, e.g., (21 U.S.C. §§ 321(ff) (defining a dietary supplement), & 350 (defining vitamins and minerals).) (2019 Bulk Substances Adopting Release, 84 Fed.Reg. at p. 4699.) The FDA noted that in many cases there is minimal data regarding the safety or effectiveness of compounded drugs and the absence of information does not mean there is no risk.  Therefore, the availability of FDA-approved drugs that have been proven to be safe under the conditions of use approved in the label could weigh in favor of exclus
	54 
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	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	64. 
	64. 
	The evidence clearly established that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503A of the FDCA, which sets forth requirements for compounding with bulk drug substances. Although Mr. Joseph testified that respondent has ceased compounding with these ingredients in deference to the FDA’s actions, the facts clearly established that respondent should never have compounded sterile inject

	Costs 
	65. 
	65. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total  costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	amount of $23,505.50. The


	66. 
	66. 
	The ALJ found that Board’s request forits prosecution and investigation costs was reasonable. However, the ALJ found that mitigation of costs was warranted. 
	 reimbursement of $23,505.50 for 


	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The ALJ concluded that the appropriate standard of proof in this action against the pharmacy and sterile compounding license was “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance 856.) The Board disagrees.  The appropriate standard of proof against a facility or other site license is a preponderance of the evidence standard. (In the Matter of the Third Amended Accusation against IV Solutions, Inc. Alireza Varastehpour, President and Renee 
	(1982) 135 Cal.App.3d 853, 


	33 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	11425.60.
	Precedential Decisions -California State Board of Pharmacy
	Precedential Decisions -California State Board of Pharmacy

	https://www.pharmacy.ca.gov/enforcement/precedential.shtml
	https://www.pharmacy.ca.gov/enforcement/precedential.shtml


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o)
	(o)
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 

	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 
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	(2) 
	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), 

	states: 
	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
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	8. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 

	[¶] … (F) The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 
	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing 
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	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i) 
	(i) 
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant established by a preponderance of the evidence that 
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	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	12. 
	12. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 14-23 and Analysis Findings 38-49, respondent compounded and furnished sterile drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-R

	13. 
	13. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 24 and Analysis Finding 54, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause 

	14. 
	14. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 25 and Analysis Finding 55, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline responden

	15. 
	15. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Findings 8, 10, 14-19 and Analysis Findings 38-41 and 56-64, respondent compounded sterile drug preparations using bulk drugs 
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	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	COSTS 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The complainant sought reimbursement for enforcement and investigation costs in theIn Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identified the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his or her 
	 total amount of $23,505.50. 

	The ALJ determined that cost mitigation was appropriate because in the rejected proposed decision, the ALJ concluded that three of the five charges were not substantiated and reduced the costs submitted by complainant to $12,000.  Under Business & Professions Code section 125.3, only an ALJ can order costs to be paid. Accordingly, the costs of $12,000 ordered by the ALJ are imposed. 
	DISCIPLINARY ACTION 
	17. 
	17. 
	Protection of the public is the Board’s highest priority in exercising its licensing, regulatory and disciplinary functions.  (Bus. & Prof. Code § 4001.1) “[When that goal is inconsistent with other interests, the public’s protection is paramount.” (Oduyale 

	v.
	v.
	California State Bd. Of Pharmacy, (2019) 41 Cal.App.5101, 118.) 
	th 


	18. 
	18. 
	The Board’s Disciplinary Guidelines, incorporated by reference in its regulations (Cal. Code Regs., tit. 16 § 1760) divide violations into four categories for purposes of determining the appropriate disciplinary action.  Category 1 violations are 
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	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	19. 
	19. 
	Repeat or serious violations involving improper compounding of drug products appear in both Category II and Category III. Violations involving selling or transferring adulterated drugs falls within Category III.  The Board believes that compounding sterile drug products using ineligible drug ingredients also should fall within Category III because of the severe safety issues that can arise using substances that have never been reviewed or approved by the FDA for either efficacy or safety. The recommended mi

	20. 
	20. 
	The Disciplinary Guidelines also lists 17 factors to be considered in determining whether a minimum, maximum or intermediate penalty should be imposed in a given case.  “No single one or combination of the . . .  factors is required to justify the minimum and/or maximum penalty in a given case, as opposed to an intermediate one.” (Id., p. 3.)  The evidence presented about the factors in this case were as follows: 

	(1) 
	(1) 
	Actual or potential harm to the public. Respondent’s violations posed severe potential harm to the public because the respondents sold and transferred sterile compounded drug products for California consumers that were not eligible drug ingredients that have never been reviewed or approved by the FDA as a new drug authorized for use in the United States.  Respondents testified that no patient was actually harmed, and they received no adverse serious reactions notifications from California consumers. However
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	considerations. 
	considerations. 
	(2) 
	(2) 
	Actual or potential harm to any consumer. The violations posed significant potential harm to receiving consumers as described in (1) above. 

	(3) 
	(3) 
	Prior disciplinary record, including level of compliance with disciplinary order(s). Respondent has not prior disciplinary action with the Board. 

	(4) 
	(4) 
	Prior warning(s), including but not limited to citation(s) and fine(s), letter(s) of admonishment, and/or correction notice(s). Complainant presented no evidence of any prior warnings to Respondent. 

	(5) 
	(5) 
	Number and/or variety of current violations. Respondent committed five violations of law involving sterile compounded products between September 10, 2019, and March 26, 2020, involving the amount of prescriptions and lots and vials as listed in Paragraphs 21, 23 through 26.  

	(6) 
	(6) 
	Nature and severity of the act(s), offense(s) or crime(s) under consideration. The violations were severe and classified as multiple Category III violations. 

	(7) 
	(7) 
	Aggravating evidence. The repeat nature of Respondents violations is a matter in aggravation. 

	(8) 
	(8) 
	Mitigating evidence. Respondent presented evidence that it replaced internal software to ensure the manufacturer of each drug product is included in its records and finally stopped compounding using the ineligible drug ingredients. However, the Board finds that finally stopping compounding with ineligible drug ingredients in deference to FDA warning letters and criminal actions initiated against a competitor for compounding three of the same substances is not sufficient because the sterile preparations shou

	(9) 
	(9) 
	Rehabilitation evidence. Although Mr. Joseph testified that respondent corrected its software and stopped compounding sterile products with five ineligible drug ingredients, he also failed to acknowledge the wrongfulness of respondent’s conduct in compounding any sterile products with such ineligible drug 
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	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	(10) 
	(10) 
	Compliance with terms of any criminal sentence, parole, or probation. This factor is inapplicable. 

	(11) 
	(11) 
	Overall criminal record. This factor is inapplicable. 

	(12) 
	(12) 
	If applicable, evidence of proceedings for case being set aside and dismissed pursuant to Section 1203.4 of the Penal Code. This factor is inapplicable. 

	(13) 
	(13) 
	Time passed since the act(s) or offense(s). 

	Respondent committed the acts at issue from 2019 until March 2020. 
	(14) 
	(14) 
	Whether the conduct was intentional or negligent, demonstrated incompetence, or, if the respondent is being held to account for conduct committed by another, the respondent had knowledge of or knowingly participated in such conduct. There was no direct testimony from Mr. Joseph that respondent intentionally violated the federal laws governing the bulk substances at issue in this case.  However, Mr. Joseph testified that he was aware of the requirements generally in Section 503A(b)(1)(A)(i) and then testifie
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	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	(15) Financial benefit to the respondent from the misconduct. Respondent received a financial benefit from the misconduct.  Mr. Joseph testified that after the respondent stopped compounding sterile drug products using ineligible drug substances, the respondent stopped sterile compounding as it only left a few products in the pharmacy.  “From a financial point of view, it didn’t make a lot of sense to do all the validations and testing on the few compounds left in the pharmacy.”  (Transcript at p. 189).  Fr
	(16) 
	(16) 
	Other licenses held by the respondent and license history of those licenses. Respondent holds a non-resident pharmacy license and sterile compounding permit. 

	(17) 
	(17) 
	Uniform Standards Regarding Substance-Abusing Healing Arts Licensees (see Business and Professions Code Section 315). This factor is inapplicable. 

	21. 
	21. 
	Considering these factors and the entire record in this case, the Board finds that the maximum penalty is appropriate in this case.  Although the evidence established violations of only sterile compounding laws, the Board’s investigation only included a review of respondent’s sterile compounding practices. The Board believes that respondent’s failure to fully acknowledge the wrongfulness of its past conduct and failure to understand or choose to comply fully with applicable state and federal law could also 
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	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	ORDER 
	Accordingly, it is hereby ordered that: 
	1. The Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder are hereby both revoked. 
	2. Respondent is ordered to pay costs to the Board in the amount of $12,000. All costs shall be paid prior to Respondent filing an application for reinstatement of its non-resident pharmacy license or sterile compounding permit. 
	This Decision shall become effective at 5:00 p.m. on December 10, 2022. 
	It is so ORDERED on November 10, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	Figure
	By Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 
	Nonresident Pharmacy Permit No. NRP 1666 and Nonresident Sterile Compounding Permit No. NSC 100827 Respondent Agency Case No. 7100 OAH No. 2021090843 
	ORDER REJECTING PROPOSED DECISION AND ORDER SETTING DATE FOR WRITTEN ARGUMENT CASE NO. 7100 
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	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	FOR SUBMISSION OF WRITTEN ARGUMENT 
	Pursuant to section 11517 of the Government Code, the Proposed Decision of the Administrative Law Judge in the above-entitled matter is rejected. The California State Board of Pharmacy (hereinafter "board") will decide the case upon the record, including the transcript(s) of the hearing, and upon such written argument as the parties may wish to submit. No new evidence may be submitted. 
	The administrative record of the hearing in the above-entitled matter having now become available, the parties are hereby notified of the opportunity to submit written argument. Written argument shall be filed with the Board of Pharmacy, Attn. Susan Cappello, 2720 Gateway Oaks Drive, Suite 100, Sacramento, California, 95833, or on or before September 2, 2022. 
	susan.cappello@dca.ca.gov 
	susan.cappello@dca.ca.gov 


	It is so ORDERED on August 4, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	By 
	Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation against: 
	ABSOLUTE PHARMACY LLC, DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Case No. 7100 
	OAH No. 2021090843 
	ORDER DENYING REQUEST FOR CORRECTION 
	Danette C. Brown, Administrative Law Judge (AU), Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference and telephone on March 21, 22, and 23, 2022, from Sacramento, California. 
	The Proposed Decision after hearing was issued on May 2, 2022. On May 6, 2022, counsel for the Board of Pharmacy (Board) submitted a request to correct the Proposed Decision pursuant to Government Code section 11518.5. The request states the AU applied the incorrect standard of proof, which may have "impacted the decision and finding that the Complainant did not establish" certain of the causes for discipline. The request states that the Proposed Decision should be corrected to apply 

	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	On May 16, 2022, respondent opposed the request, arguing the AU applied the correct standard of proof and even if she did not, there would be no change in the outcome. 
	Government Code section 11518.5 permits a party to request correction of a "mistake or clerical error" in a Proposed Decision. Under California Code of Regulations, title 1, section 1048, subdivision (a), an agency may apply to OAH to "correct a mistake or clerical error, or make minor or technical changes...." Subdivision 
	(i) 
	(i) 
	limits the nature of a correction under Government Code section 11518.5: 

	(i) 
	(i) 
	In no event may any correction made pursuant to this policy statement result in reconsideration, or change the factual or legal basis, of a proposed or final decision. 

	Board counsel's request admits that any change "may have impacted the decision." This request for correction must be denied by the clear language of California Code of Regulations, title 1, section 1048, subdivision (i). 
	ORDER 
	Board counsel's Request for Correction is DENIED. 
	!featfter;ff tpwa11
	DATE: May 16, 2022 
	HeatherM. Rowan (May 16, 202216:21 PDT) 
	HEATHER M. ROWAN Presiding Administrative Law Judge Office of Administrative Hearing 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Agency Case No. 7100 
	OAH No. 2021090843 
	PROPOSED DECISION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. 
	Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. 
	Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and Andreas Dieter Dettlaff, President and 100% Shareholder, who appeared at the hearing. 

	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 


	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 

	2 

	July 1, 2021 Accusation 
	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 11500 et seq. This hearing followed. 

	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degree at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States
	2 


	The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of 
	2 

	3 

	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	6. 
	6. 
	Respondent is a compounding pharmacy that does not manufacture any drug products. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Ms. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Ms. Acosta drafted an Investigation Report of her findings, and testified 
	3 


	7. 
	7. 
	Ms. Acosta explained at hearing that “compounding is making something out of two other things” to make a “third or final product.” Sterile compounding is 

	standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is left to the FDA and other government authorities in the United States and elsewhere. () 
	standards
	https://www.usp.org/frequently-asked-questions/usp-and-its
	-


	“A ‘Bulk drug substance’ means any substance that, when used in the preparation of a compounded drug preparation, processing, or packaging of a drug, is an active ingredient or a finished dosage form of the drug, but the term does not include any intermediate used in the synthesis of such substances.” (Cal. Code Regs., tit. 16, § 1735.1, subd. (d).) 
	3 

	4 

	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	8. 
	8. 
	Ms. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the U.S. Ms. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Ms. Acosta the Analysis Reports for the following bulk drug substances, among 
	4


	9. 
	9. 
	On August 4, 2020, Ms. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Ms. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by the Board. 
	5 


	10. 
	10. 
	Ms. Acosta’s first thought after seeing the listed bulk drug substances was “what in the world are some of these things?” For instance, she stated there are no drugs or substances in the U.S. called “BPC-157.” She began conducting online searches to determine what these substances were, specifically CJC-1295, BPC-157, TB
	-


	R.Ph. means registered pharmacist. 
	4 

	USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. 
	5 

	5 

	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	11. 
	11. 
	Ms. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph, and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” Ms. Acosta did not define or identify the inactive ingredients. She found that respondent added “10% extra” of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug products and opined that i

	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Ms. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. The laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. 
	[¶] … [¶] 
	6 

	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Ms. Acosta responded: 
	[A] 
	[A] 
	rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. 

	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Ms. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. 
	7 

	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Ms. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. She conceded that her research was of a general nature, and that “some of it was not scientific.” A lot of her research concerned whether these substances were peptides or proteins. She found basic information on CJC-1295 on Wikipedia, but did not consider Wikipedia to be a “valid location for medical information.” Some substances had “really bad references,” were not conducted with human or animal trials, and w
	-


	Using ingredients, both active and inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement). 
	8 

	15. 
	15. 
	15. 
	As part of her research, Ms. Acosta consulted the “Orange Book: 

	Approved Drugs Products with Therapeutic Equivalence Evaluations” and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. 
	6

	16. 
	16. 
	After conducting her research, Ms. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.” She further noted that “it is a synthetic peptide because it does not occur in nature.” Ms. Acosta explained in her 

	17. 
	17. 
	Ms. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. TB-500 is available for research purposes by veterinarians who conduct clinical trials on horses. “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” 

	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. 
	6 
	(fda.gov) 

	9 

	18. 
	18. 
	18. 
	Ms. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” 

	19. 
	19. 
	Ms. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020 lists of bulk drug substances that can be used in compounding, in violation of section 503a of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that section 503a does not allow a licensed pharmacy to compound these substances. She stated that the Board can en
	7 


	When the FDA increased its oversight of compounding in the 503A facilities and issued these guidance documents, the Board must be mindful of the FDA’s regulation in this area and expectation of the state partners. Changes made by the Board could conflict with federal requirements. 
	Counsel Smiley added the bulk substance evaluation and analysis resides with the FDA and not with the Board. 
	Ms. Acosta explained that she was present at that meeting, but not the entire meeting. She asserted that the discussion did not center on chemicals that “have never 
	A USP monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance. 
	7 
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	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Ms. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including “how the product was made and imported into the U.S., who is allowed to touch it, and requirements along the line for the API.” The product is not just tested at the end of the process to ensure that the quality is present. 

	21. 
	21. 
	Ms. Acosta explained that “quality” is defined in the Board’s regulations, and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. Specifically, “in the U.S., we have dietary grade, animal grade, reagent grade, all diff

	11 

	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	22. 
	22. 
	Ms. Acosta also explained that under the Health and Safety Code, a drug or device is “adulterated” if it consists of any “filthy, putrid, or decomposed substance.” If a compounded drug preparation is adulterated, “it is dirty and inappropriate for injection into a human patient, made from unknown chemicals of an unknown quantity.” Ms. Acosta added: “These are unknown chemicals and not drugs of any capacity. They have not been reviewed by the FDA for compounding. That in and of itself is putrid and filth.” 

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 431 vials described above, Ms. Acosta also found that from approximately September 10, 2019, to March 26, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of ungraded ingredients. 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Ms. Acosta testified that “the only way to test [for sterility] is to test each and every vial.” Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. “A lot of things go into making a sterile product . . . what has to be in the room when you compound, the technique, what filters are used, how to test filters . . . . It is a very long 

	12 

	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	Incomplete Compounding Logs 
	25. 
	25. 
	Ms. Acosta found incomplete compounding logs missing the names of the manufacturer. From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Ms. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503a of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into California. 

	13 

	Respondent’s Evidence 
	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	8 

	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014. From 1973 to 2016, Mr. Joseph held various pharmacist positions, from pharmacist at Gray Drug Stores in Columbus, Ohio, to President and General Director of Southshore Pharmacy, Inc. From 2016 to 2020, he was the Pharmacist-in-Charge for respondent. 

	28. 
	28. 
	Mr. Joseph explained that CJC-1295, BPC-157, Ipamorelin, and TB-500 are “specific peptides that physicians have found to be beneficial to the wellness of patients as to muscle mass.” He added that TB-500 may enhance sexual performance and increase testosterone. Physicians provided information and literature from other countries about these substances, and wanted respondent to compound these drug substances. 

	Fellow of the International Academy of Compounding Pharmacists 
	8 
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	Quality of Compounded Sterile Preparations 
	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standards for compounding. The Quality Assurance Pharm
	9 


	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for 

	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	9 
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	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
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	33. 
	33. 
	33. 
	Mr. Joseph disputed Ms. Acosta’s use of the term “ungraded” ingredient. Mr. Joseph stated that he was not aware of the term “ungraded,” and this was the first time he has heard of that term. He asserted that the term “ungraded” is “not [used] in standard pharmacy practice.” 

	34. 
	34. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. Moreover, there were no statements like “not for pharmaceutical use” in the COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleg

	Confirmation of Sterility Prior to Dispensing 
	35. 
	35. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f
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	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	Incomplete Compounding Logs 
	36. 
	36. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	37. 
	37. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, were not components of drugs approved by the FDA Secretary, and did not appear on a list developed by the FDA Secretary, in violation of section 503a of the FDCA.Mr. Joseph asserted there is no FDA regulation prohibiting the compounding of CJC-1295, BPC157, TB-500, and Ipamorelin. He conceded that in 2020, “we got some indication that one of our competitors should not b
	10 
	-


	Section 503a of the FDCA is codified in Title 21, United States Code section 353a. 
	10 
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	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	11 
	-

	Analysis 
	QUALITY OF COMPOUNDED STERILE PREPARATIONS 
	38. 
	38. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and 
	Section 503a of the FDCA provides, in pertinent part, that bulk drug substances must have a valid COA and have been manufactured in an FDA-registered establishment. In addition, the bulk drug substance: (1) must comply with an applicable USP or National Formulary (NF) monograph, if one exists, and the USP chapter on pharmacy compounding; (2) if an applicable USP-NF monograph does not exist, be a component of an FDA-approved drug; or(3) if such a monograph does not exist and the substance is not a component 
	11 
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	the absence of inactive ingredients other than those listed on the master formula document. 
	the absence of inactive ingredients other than those listed on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin are ungraded substances used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board has interpreted it to mean that the drug product has no intended use and has not met specific USP standards. 
	Ms. Acosta persuasively opined that respondent’s use of ungraded active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Ms. Acosta’s review of respondent’s master formulas and compounding logs showed that respondent added “10% ex
	39. 
	39. 
	Thus, the Board’s position is that an ungraded ingredient necessarily contains harmful levels of contaminants. However, the term “ungraded” is not defined in the Board’s regulations and does not specifically address the use of ungraded ingredients. The regulation requires harmful levels of contaminants, and active and inactive ingredients not listed on the label or master formula. It appears that CJC-1295, BPC-157, TB-500, and Ipamorelin were listed on the label or master formula. And, while FDA guidance on
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	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	40. 
	40. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for error did not establish that respondent’s drug products contained harmful levels of contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Ms. Acosta’s testimony was not clear on this point, but stated that the evidence of contaminants is in the COA, and that the fact that respondent used an unkn

	41. 
	41. 
	Ms. Acosta and Mr. Joseph testified credibly and persuasively on their respective positions. Ms. Acosta raised serious concerns that respondent used bulk drug substances that are ungraded, not considered drugs in the U.S., do not have a USP monograph, and are relatively unknown. However, the evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drugs which lacked quality due to respondent’s use of ungraded substances. 

	ADULTERATED PREPARATIONS 
	42. 
	42. 
	The evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug 
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	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	43. 
	43. 
	Mr. Joseph persuasively testified that an ingredient with a USP monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. The USP monograph sets forth quality expectations and testing standards. However, the drug product must still meet quality standards during compounding and undergo end product-testing prior to distribution, which r

	44. 
	44. 
	Despite the Board’s serious concerns with respondent’s use of CJC-1295, BPC-157, TB-500, and Ipamorelin in its drug products, the evidence did not establish that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	45. 
	45. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first 
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	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	INCOMPLETE COMPOUNDING LOGS 
	46. 
	46. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to select. Respondent has since modified their standard operating procedures to include the manufacturer on the compoun

	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	47. 
	47. 
	The evidence did not establish that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503a of the FDCA, which sets forth requirements for compounding with bulk drug substances. While the evidence established those requirements were not met, in that respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and 
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	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	Costs 
	48. 
	48. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total amount The costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	of $23,505.50. 


	49. 
	49. 
	As set forth in Legal Conclusion 16, the Board’s request for reimbursementits prosecution and investigation costs is reasonable. However, mitigation of costs is warranted. 
	 of $23,505.50 for 
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	LEGAL CONCLUSIONS 
	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The standard of proof in an administrative disciplinary action seeking the suspension or revocation of a professional license is “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance  “Clear and convincing evidence” requires a high probability of the existence of the disputed fact, greater than proof by a preponderance of the evidence. Evidence of a charge is clear and convincing as long as there is a high probability that the charge is true. (People v. Mabini (2001) 92 Cal.App.4t
	(1982) 135 Cal.App.3d 853, 856.)


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 
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	3. 
	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed 
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	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), states: 

	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 
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	(F) 
	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 

	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to 
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	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i)
	(i)
	 that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 
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	(II)
	(II)
	(II)
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 38 through 41, respondent did not compound and furnish drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Com

	12. 
	12. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 42 through 44, respondent did not compound and furnish drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Comp

	13. 
	13. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code 
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	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	14. 
	14. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 46, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline respondent’s Non-Resident Pharmacy 

	15. 
	15. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Finding 47, respondent compounded with bulk drugs substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, a
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	Costs 
	Costs 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The Board seeks reimbursement for enforcement and investigation costs in the total amount In Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identifies the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his 
	of $23,505.50. 

	Considering the above factors, respondent has succeeded in getting three out of the five charges dismissed. The investigation and enforcement costs are reasonable and appropriate. The time spent appears to be reasonable and the activities were necessary to the develop and present the case. Under all of the facts and circumstances, reduction of costs is warranted. Costs in the amount of $will be reduced to $12,000. 
	23,505.50 

	Conclusion 
	17. 
	17. 
	The evidence as a whole has been considered. Respondent demonstrated that it can continue to be licensed at this time without posing a threat to the health, safety, or welfare of the public. 
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	ORDER 
	ORDER 
	It is hereby ordered that a PUBLIC REPROVAL be issued against Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder. Respondent is required to report this REPROVAL as a disciplinary action. 
	DATE: May 2, 2022 
	Figure
	DANETTE C. BROWN Administrative Law Judge Office of Administrative Hearings 
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	MATTHEW RODRIQUEZ Acting Attorney General of CaliforniaDAVID E. BRICE Supervising Deputy Attorney GeneralPHILLIP L. ARTHUR Deputy Attorney GeneralState Bar No. 238339 1300 I Street, Suite 125 P.O. Box 944255 Sacramento, CA  94244-2550 
	Telephone:  (916) 210-7866 Facsimile:  (916) 327-8643
	E-mail: Phillip.Arthur@doj.ca.gov

	Attorneys for Complainant 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 16011 N. Nebraska Avenue, Suite 103 Lutz, FL 33549 Original Non-Resident Pharmacy PermitNo. NRP 1666 Non-Resident Sterile Compounding PermitNo. NSC 100827 Respondent.
	Case No. 7100 
	ACCUSATION 
	PARTIES 
	PARTIES 

	1. 
	1. 
	Anne Sodergren (Complainant) brings this Accusation solely in her official capacity as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs (Board). 

	2. 
	2. 
	On or about June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit Number NRP 1666 to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge since September 16, 2016.  The Original Non-Resident Pharmacy Permit 

	P
	Link


	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	June 1, 2021, unless renewed. 
	3. 
	3. 
	On or about December 28, 2016, the Board issued Non-Resident Sterile 

	Compounding Permit Number NSC 100827 to Respondent, with Andreas Dieter Dettlaff as 
	President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge 
	since September 16, 2016.  The Non-Resident Sterile Compounding Permit was in full force and 
	effect at all times relevant to the charges brought herein and will expire on June 1, 2021, unless 
	renewed. 
	JURISDICTION 
	JURISDICTION 

	4. 
	4. 
	This Accusation is brought before the Board under the authority of the following 

	laws.  All section references are to the Business and Professions Code (Code) unless otherwise 
	indicated. 
	5. 
	5. 
	Section 4300 of the Code states, in pertinent part: 

	(a)
	(a)
	  Every license issued may be suspended or revoked. . . . 

	6. 
	6. 
	Section 4300.1 of the Code states: 

	The expiration, cancellation, forfeiture, or suspension of a board-issued license by operation of law or by order or decision of the board or a court of law, the placement of a license on a retired status, or the voluntary surrender of a license by a licensee shall not deprive the board of jurisdiction to commence or proceed with any investigation of, or action or disciplinary proceeding against, the licensee or to render a decision suspending or revoking the license. 
	7. 
	7. 
	Code section 4307 states: 

	(a) 
	(a) 
	Any person who has been denied a license or whose license has beenrevoked or is under suspension, or who has failed to renew his or her license while itwas under suspension, or who has been a manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or controlof any partnership, corporation, trust, firm, or association whose application for alicense has been denied or revoked, is under suspension or has been placed on probation, and while acting as the

	(1) 
	(1) 
	Where a probationary license is issued or where an existing 


	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	(2) 
	(2) 
	Where the license is denied or revoked, the prohibition shallcontinue until the license is issued or reinstated. 

	(b) 
	(b) 
	Manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or control of a license as used in thissection and Section 4308, may refer to a pharmacist or to any other person who serves in such capacity in or for a licensee. 

	(c) 
	(c) 
	The provisions of subdivision (a) may be alleged in any pleading filed pursuant to Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. However, no order may be issued in that case except as to a person who is named in the caption, as to whom the pleading alleges the applicabilityof this section, and where the person has been given notice of the proceeding asrequired by Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. The authority 

	BUSINESS AND PROFESSIONS CODE 
	BUSINESS AND PROFESSIONS CODE 

	8. 
	8. 
	Section 4022 of the Code states: 

	“Dangerous drug” or “dangerous device” means any drug or device unsafe forself-use in humans or animals, and includes the following: 
	(a) 
	(a) 
	Any drug that bears the legend: “Caution: federal law prohibits dispensing without prescription,” “Rx only,” or words of similar import. 

	(b) 
	(b) 
	Any device that bears the statement: “Caution: federal law restricts thisdevice to sale by or on the order of a ,” “Rx only,” or words of similar import, theblank to be filled in with the designation of the practitioner licensed to use or orderuse of the device. 

	(c) 
	(c) 
	Any other drug or device that by federal or state law can be lawfullydispensed only on prescription or furnished pursuant to Section 4006. 

	9. 
	9. 
	Section 4169 of the Code states, in pertinent part: 

	(a)
	(a)
	A person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerousdrugs or dangerous devices at wholesale with a person or entity that is notlicensed with the board as a wholesaler, third-party logistics provider, orpharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated, as set forth in Article2 (commencing with Section 111250) of Chapter 6 of Part 5 of Division 104 of the Health and Safety Code. 

	(3) 
	(3) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were misbranded, as defined in Section 111335 of the Health and Safety Code. 


	(4) 
	(4) 
	(4) 
	Purchase, trade, sell, or transfer dangerous drugs or dangerousdevices after the beyond use date on the label. 

	(5) 
	(5) 
	Fail to maintain records of the acquisition or disposition ofdangerous drugs or dangerous devices for at least three years. . . . 

	10. 
	10. 
	Section 4301 of the Code states, in pertinent part: 

	The board shall take action against any holder of a license who is guilty ofunprofessional conduct or whose license has been issued by mistake. Unprofessional conduct includes, but is not limited to, any of the following: 
	. . . 
	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in orabetting the violation of or conspiring to violate any provision or term of this chapteror of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federalregulatory agency. . . . 

	HEALTH AND SAFETY CODE 
	HEALTH AND SAFETY CODE 

	11. 
	11. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it 

	consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 
	12. 
	12. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to 

	manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 
	UNITED STATES CODE 
	UNITED STATES CODE 

	13. 
	13. 
	Title 21 of the United States Code (U.S.C.), section 353a states, in pertinent part: 

	(b) 
	(b) 
	Compounded drug. 

	(1) 
	(1) 
	Licensed pharmacist and licensed physician. A drug product may becompounded under subsection (a) if the licensed pharmacist or licensed physician— 

	(A) 
	(A) 
	compounds the drug product using bulk drug substances, asdefined in regulations of the Secretary published at section 207.3(a)(4)of title 21 of the Code of Federal Regulations— 

	(i)
	(i)
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if amonograph exists, and the United States Pharmacopoeiachapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drugsubstances that are components of drugs approved by the 


	Secretary; or 
	Secretary; or 
	(III) 
	(III) 
	if such a monograph does not exist and the drugsubstance is not a component of a drug approved by theSecretary, that appear on a list developed by the Secretarythrough regulations issued by the Secretary under subsection (c); 

	(ii) 
	(ii) 
	that are manufactured by an establishment that isregistered under section 510 [21 USCS § 360] (including a foreign establishment that is registered under section 510(i) [21 USCS § 360(i)]); and 

	(iii) 
	(iii) 
	that are accompanied by valid certificates of analysis for each bulk drug substance. . . . 

	REGULATORY PROVISIONS 
	REGULATORY PROVISIONS 

	14. 
	14. 
	California Code of Regulations, title 16 (Regulation), section 1735.1, subdivision (ae) states, ‘“Quality’ means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” 

	15. 
	15. 
	Regulation section 1735.2 states, in pertinent part: 

	(g)  
	(g)  
	The pharmacist performing or supervising compounding is responsible forthe integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions forstorage and handling are followed after the preparation is dispensed. . . . 

	16. 
	16. 
	Regulation section 1735.3 states, in pertinent part: 

	(a) 
	(a) 
	For each compounded drug preparation, pharmacy records shall include: 

	(1) 
	(1) 
	The master formula document. 

	(2) 
	(2) 
	A compounding log consisting of a single document containingall of the following: 

	(A) 
	(A) 
	Name and Strength of the compounded drug preparation. 

	(B) 
	(B) 
	The date the drug preparation was compounded. 

	(C) 
	(C) 
	The identity of any pharmacy personnel engaged in compounding the drug preparation. 

	(D) 
	(D) 
	The identity of the pharmacist reviewing the final drugpreparation. 


	(E) 
	(E) 
	(E) 
	The quantity of each ingredient used in compounding thedrug preparation. 

	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer doesnot supply an expiration date for any component, the records shallinclude the date of receipt of the component in the pharmacy, and thelimitations of section 1735.2, subdivision (l) shall apply. 

	(i) 
	(i) 
	Exempt from the requirements in this paragraph(1735.3(a)(2)(F)) are sterile preparations compounded in asingle lot for administration within seventy-two (72) hours to a patient in a health care facility licensed under section 1250 of the Health and Safety Code and stored in accordance with standards for "Redispensed CSPs" found in Chapter 797 of the United States Pharmacopeia --National Formulary(USP37-NF32) Through 2nd Supplement (37th Revision, Effective December 1, 2014), hereby incorporated byreference.

	(G)
	(G)
	A pharmacy-assigned unique reference or lot number forthe compounded drug preparation. 

	(H) 
	(H) 
	The beyond use date or beyond use date and time of thefinal compounded drug preparation, expressed in the compoundingdocument in a standard date and time format. 

	(I) 
	(I) 
	The final quantity or amount of drug preparation compounded for dispensing. 

	(J) 
	(J) 
	Documentation of quality reviews and required post-compounding process and procedures. . . . 

	17. 
	17. 
	Regulation section 1751.7 states, in pertinent part: 

	(1) 
	(1) 
	Batch-produced sterile drug preparations compounded from one ormore non-sterile ingredients, except as provided in paragraph (2), shall besubject to documented end product testing for sterility and pyrogens and shallbe quarantined until the end product testing confirms sterility and acceptablelevels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter85 limits, before dispensing. This requirement of end product test

	(2) 
	(2) 
	The following non-sterile-to-sterile batch drug preparations do notrequire end product testing for sterility and pyrogens: 


	(A)
	(A)
	(A)
	Preparations for self-administered ophthalmic drops in aquantity sufficient for administration to a single patient for 30 days orless pursuant to a prescription. 

	(B) 
	(B) 
	Preparations for self-administered inhalation in a quantitysufficient for administration to a single patient for 5 days or less pursuant to a prescription. . . . 

	COST RECOVERY 
	COST RECOVERY 

	18. 
	18. 
	Section 125.3 of the Code states, in pertinent part, that the Board may request the administrative law judge to direct a licentiate found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 
	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 

	19. 
	19. 
	Peptides are smaller versions of proteins. Many health and cosmetic products contain different peptides for various uses, such as their potential anti-aging, anti-inflammatory, or muscle building properties. Peptides can be confused with proteins. Both proteins and peptides are made up of amino acids, but peptides contain far fewer amino acids than proteins. Some peptides occur in nature while others are synthetic. 

	20. 
	20. 
	BPC-157 aka pentadecapeptide BPC 157 is an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum (the first and shortest section of the small intestine), intestine, liver, and pancreas lesions and soft tissue healing. It is a synthetic peptide because it does not occur in nature. It is a dangerous drug pursuant to Code section 4022. 

	21. 
	21. 
	Ipamorelin (INN) (developmental code name NNC 26-0161) is a peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue (a substance which promotes secretion).  It is a pentapeptide (a peptide containing five amino acids) that was derived from GHRP-1.  It is a dangerous drug pursuant to Code section 4022. 

	22. 
	22. 
	TB-500 (Thymosin Beta-4) is a protein that in humans is encoded by the TMSB4X gene. TB-500 is a synthetic replica of Thymosin Beta 4, a protein peptide that occurs naturally in the bodies of both animals and humans. Although TB-500 is available for research purposes, it is 
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	commonly used by veterinarians who conduct clinical trials using TB-500 on horses. Thymosin beta-4 is a small peptide with G actin-sequestering action. It is associated with induction of angiogenesis (the process by which new blood vessels form, allowing the delivery of oxygen and nutrients to the body's tissues), accelerated wound healing, and increased metastatic potential of tumor cells. Thymosin beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents. It is a dangerous dru
	23. 
	23. 
	Cyanocobalamin is a prescription and over-the-counter man-made form of vitamin B12 used to prevent and treat low blood levels of vitamin B12. It is a dangerous drug pursuant to Code section 4022. 

	24. 
	24. 
	HCG (Human Chorionic Gonadotropin) is a protein-based hormone that the body produces during pregnancy. It helps maintain the production of important hormones such as progesterone to support the healthy growth of the uterus and fetus.  It is a dangerous drug pursuant to Code section 4022. 

	25. 
	25. 
	Nandrolone Decanoate, sold under the brand name Deca-Durabolin among others, is an androgen and anabolic steroid (AAS) medication which is used primarily in the treatment of anemias and wasting syndromes, as well as osteoporosis in menopausal women. It is a dangerous drug pursuant to Code section 4022. 

	26. 
	26. 
	Sermorelin Acetate is a human growth hormone-releasing hormone (GHRH or GRF) used for diagnostic evaluation of pituitary function and also for increasing growth in children. It is a dangerous drug pursuant to Code section 4022. 

	27. 
	27. 
	Testosterone Cypionate comes only in the form of an injectable solution given into a muscle. It is used to treat symptoms of hypogonadism in males (a condition where males do not produce enough of the sex hormone testosterone). It is a dangerous drug pursuant to Code section 4022. 

	28. 
	28. 
	Testosterone Enanthate, also known as testosterone heptanoate, is an anabolic and androgenic steroid (AAS) drug used to treat low testosterone levels. Anabolic drugs work by building muscles, while androgenic refers to the enhancement of sex characteristics typically associated with males. It is a dangerous drug pursuant to Code section 4022. 

	P
	Link


	29. 
	29. 
	29. 
	Methionine/Inositol/Choline (MIC) is an injection consisting of a formula of lipotropics, compounds that are believed to help in the break down of fat. The primary compounds in the formula –methionine, inositol, choline – are believed to help metabolize fat cells and assist in the elimination of stored fat deposits in the liver and body. It is a dangerous drug pursuant to Code section 4022. 

	FACTUAL ALLEGATIONS 
	FACTUAL ALLEGATIONS 

	30. 
	30. 
	On or about July 7, 2020, the Board received various analysis reports from Respondent. 

	31. 
	31. 
	On or about August 4, 2020, the Board received various compounding logs from Respondent. 

	32. 
	32. 
	A Board Inspector reviewed the information provided by Respondent and initiated an investigation which revealed the following. 

	33. 
	33. 
	From on or about September 10, 2018 through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations for which Respondent used ungraded ingredientsfor non-sterile to sterile compounding: 
	1 


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 


	Ingredients which have not met any specific standards in the United StatesPharmmacopia (USP) to ensure their quality, potency, and purity. 9 
	1 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	PageRoot
	Sect
	Sect
	Table
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	Ipamorelin / CJC 1295 
	Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin CJC 1295 
	Ipamorelin CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	10 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	34. 
	34. 
	34. 
	From on or about September 10, 2019, through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations, using ungraded ingredients, which caused them to be adulterated: 
	2


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	0326202@9 
	27 
	62 


	Under California Health and Safety Code section 111250, any drug or device isadulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance. 11 
	2 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	35. 
	35. 
	From on or about August 23, 2019, through April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via an USP chapter 71 compliant testfor the following: 
	3 


	USP Chapter 71 outlines the requirements for conducting a test applied to substances,preparations, or articles which, according to the Pharmacopeia, are required to be sterile. 12 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 

	3 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	HCG (Human Chorionic 
	11/11/19 
	LG8576 
	11112019@2 
	16 
	20 Gonadotropin) 11000IU HCG 11000IU 
	11/11/19 
	LG8578 
	11112019@3 
	100 
	225 HCG 11000IU 
	12/18/19 
	LG8782 
	12182019@4 
	76 
	109 HCG 11000IU 
	9/19/19 
	LG8231 
	09162019@4 
	16 
	25 HCG 11000IU 
	11/4/19 
	LG8535 
	11042019@4 
	3 
	4 HCG 11000IU 
	12/3/19 
	LG8677 
	12032019@1 
	56 
	75 Ipamorelin / CJC 1295 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 15mg/6mg Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 15mg/6mg Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 15mg/6mg Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL 

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 200mg/ml Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 200mg/ml Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 200mg/ml Sermorelin Acetate 15mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 TB-500 Thymosin Beta-4 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 15mg TB-500 Thymosin Beta-4 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 15mg TB-500 Thymosin Beta-4 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 15mg Testosterone Cypionate 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 210mg/ml Testosterone Cypionate 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 210mg/ml Testosterone Enanthate 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 210mg/ml 

	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 

	Total 
	Total 
	1,017 
	1,562 
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	36. 
	36. 
	From on or about August 23, 2019, through April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component as follows: / / / 


	Drug 
	Drug 
	Date Made 
	Log ID 
	RX 
	Vials 
	Manufacture Missing For 
	Lot 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	2 
	2 
	Mannitol, BPC-157 BPC-157 15mg 
	90102019@4 
	10/22/19 
	LG8465 
	16 
	31 
	Mannitol, BPC-157 BPC-157 15mg 
	10222019@6 
	3/16/20 
	LG9222 
	15 
	24 
	Mannitol Cyanocobalamin B-12 
	03162020@2 
	11/5/19 
	LG8551 
	27 
	27 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11052019@3 
	11/19/19 
	LG8636 
	39 
	39 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11192019@1 
	11/19/19 
	LG8640 
	47 
	50 
	NACL, Benzyl Alcohol 1100mcg/mL HCG (Human Chorionic 
	11192019@4 
	11/11/19 
	16 
	20
	LG8576 
	11112019@2 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	11/11/19 
	100 
	225
	LG8578 
	11112019@3 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	12/18/19 
	76 
	109
	LG8782 
	12182019@4 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	9/19/19 
	16 
	25
	LG8231 
	09162019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	11/4/19 
	3 
	4
	LG8535 
	11042019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	12/3/19 
	56 
	75
	LG8677 
	12032019@1 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol Ipamorelin / CJC 1295 
	9/30/19 
	2 
	2
	LG8361 
	09302019@1 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin / CJC 1295 
	12/4/19 
	59 
	124
	LG8697 
	12042019@2 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol 

	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 
	Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Ipamorelin, Mannitol MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Sermorelin Acetate 15 mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 
	Sermorelin, mannitol, NaPhos 

	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 
	Sermorelin, mannitol, NaPhos 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 
	Sermorelin, mannitol, NaPhos 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Thymosin Beta, NaPhos, Mannitol 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 
	Testosterone, Benzyl benzoate, sesame oil 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Total 
	Total 
	1,017 
	1,562 
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	TD


	37. 
	37. 
	From on or about September 10, 2019, through April 3, 2020, Respondent compounded, with bulk drugs, substances which did not have a USP monograph, were not components of drugs approved by the Secretary (as identified in Title 21 of the United States Code section 353a (b)(l)(A)(i)), and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and Thymosin Beta (TB-500). Respondent dispensed of 
	4


	The FDA requires state-licensed pharmacies that compound under section 503A of theFederal Food, Drug, and Cosmetic Act, which Respondent does, to compound drug productsusing bulk drug substances that comply with an applicable USP monograph, if one exists. 
	4 

	19 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 
	Manufacture missing for Mannitol 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/17/19 
	LG8736 
	12172019@1 
	20 
	44 
	Manufacture missing for Ipamorelin, CJC1295 



	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Manufacture missing fir Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Manufacture missing for Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Manufacture missing for Ipamorelin, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into 
	Number 
	Notes 

	TR
	California 
	of Vials 

	TB-500 
	TB-500 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Manufacture 

	Thymosin 
	Thymosin 
	missing for 

	Beta-4 
	Beta-4 
	Thymosin 

	15mg 
	15mg 
	Beta, 

	TR
	NaPhos, 

	TR
	Mannitol 

	Total 
	Total 
	1,017 
	1,562 
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	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l
	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l
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	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Failure to Confirm Sterility Prior to Dispensing) 
	40. 
	40. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1751.7, subdivision (e)(1), in that between August 23, 2019, and April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. The facts and circumstances are described with more particularity in paragraphs 30-32 and 35, above. 

	FOURTH CAUSE FOR DISCIPLINE 
	FOURTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Incomplete Compounding Logs) 
	41. 
	41. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1735.3, subdivision (a)(2)(F), in that between August 23, 2019, and April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. The facts and circumstances are described with more particularity in paragraphs 30-32 and 36, above. 

	FIFTH CAUSE FOR DISCIPLINE 
	FIFTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Use of Non-Compliant Bulk Drug Substance) 
	42. 
	42. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Title 21 of the United States Code, section 353a, subdivision (b)(1)(A)(i), in that between September 10, 2019 and April 3, 2020, Respondent compounded with bulk drugs substances which did not have a USP monograph, were not components of drugs approved by the Secretary, and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamoreli

	OTHER MATTERS 
	OTHER MATTERS 

	43. 
	43. 
	Pursuant to Code section 4307, if discipline is imposed on Original Non-Resident 

	Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy 23 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	44. 
	44. 
	Pursuant to Code section 4307, if discipline is imposed on Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 i

	PRAYER 
	PRAYER 

	WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged, and that following the hearing, the Board of Pharmacy issue a decision: 
	1. 
	1. 
	Revoking or suspending Original Non-Resident Pharmacy Permit Number NRP 1666, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	2. 
	2. 
	Revoking or suspending Non-Resident Sterile Compounding Permit Number NSC 100827, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	3. 
	3. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if Original Non-Resident Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 
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	4. 
	4. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 is placed on probation or until Non-Resident Sterile Compounding Permit Number NSC 100827 is reinstated if Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 

	5. 
	5. 
	Ordering Absolute Pharmacy LLC dba Absolute Pharmacy LLC to pay the Board of Pharmacy the reasonable costs of the investigation and enforcement of this case, pursuant to Business and Professions Code section 125.3; and, 

	6. 
	6. 
	Taking such other and further action as deemed necessary and proper. 

	7/1/2021 
	Signature on File 
	DATED:  _________________ ANNE SODERGREN Executive Officer Board of PharmacyDepartment of Consumer AffairsState of California 
	Complainant 
	SA2021300742 
	P
	Link
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	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 

	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	The Board, having reviewed and considered the entire record, including the transcript, exhibits and written argument from both parties, now issues this decision after rejection. 
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	at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States Pharmacopeia (USP)
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	4 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 


	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	Dr. Acosta responded: 
	Dr. Acosta responded: 


	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 
	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
	5 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	-
	-
	-


	8 6 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 
	 at p. A459) (hereafter, Insanitary 

	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located
	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located
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	7 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	18. 
	18. 

	Conditions Guidance.) 
	Conditions Guidance.) 

	-
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	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,
	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,
	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,
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	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to
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	500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of non-pharmaceutical grade bulk substances. (Exhibit 26, p. A584.) With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	Incomplete Compounding Logs 
	Incomplete Compounding Logs 
	Incomplete Compounding Logs 


	Use of Non-Compliant Bulk Drug Substances 
	Respondent’s Evidence 
	Respondent’s Evidence 
	Respondent’s Evidence 
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	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i


	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 

	31. 
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	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
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	34. 
	34. 
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	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
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	15
	, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript at p. 178.) Mr. Joseph testified that once they stopped compounding the peptide drugs, it only left a few SKUs 
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	Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not practical and would effectively prohibit all compounding of human drugs without an exemption from the new drug approval and other requirements in the FDCA.  The availability of compounded drug products is important for many patients, including among other reasons, when a patient is allergic to an ingredient in an FDA-appr
	Compounding | FDA 
	Compounding | FDA 

	See (Food & Drug Adm., Bulk Drug Substances Used in Compounding, 
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	The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug Products in Accordance With Section 503A of the Federal Food, Drug, and Cosmetic Act, 81 Fed.Reg. 91071, 91072 n.1 (Dec. 16, 2016) (proposing release issued by the FDA to describe the criteria it would use to evaluate bulk 
	(21 U.S.C. § 353a(b)(1)(A)(i).) The statutory design sets out a hierarchy and if a drug monograph exists, it must be used. 



	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	The rule establishing the list of bulk substances that can be used in compounding by state-licensed compounding pharmacies or physicians operating under the exemption in Section 503A is codified at 21 C.F.R. Section 216.23.  To date, the FDA has not approved any bulk substance for administration via injection (all approved substances have been approved for topical use or as a dye for eye surgery). The FDA, pursuant to interim guidance, while it is evaluating the bulk substances nominated with adequate infor
	See (21 U.S.C. § 353a.) 
	See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) 
	(21 U.S.C. § 353a(b)(1)(A)(i).) 


	See (21 U.S.C. § 353a(b)(1)(A)(ii)-(iii).) 
	www.fda.gov/media/19438/download
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	of the Federal Food, Drug, and Cosmetic Act (fda.gov)
	). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound using ingredients listed as Category 1 which were substances that were nominated with adequate information for the FDA to evaluate but for which the FDA has not completed its review. See (supra n.23, Exh. 17 at page A425.) 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
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	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 


	(21 U.S.C. § 353a(b)(1)(B)-(D).) 
	28 

	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
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	The Board has defined “quality” as: 
	The Board has defined “quality” as: 
	The Board has defined “quality” as: 


	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 



	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
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	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	DECISION AFTER REJECTION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and A
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 
	On May 16, 2022, the ALJ issued an order denying a request for correction regarding the appropriate standard of proof against a facility license. On August 4, 2022, pursuant to section 11517 of the Government Code, the California State Board of Pharmacy (“Board”) issued an Order Rejecting the May 2, 2022 Proposed Decision and 
	1 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	The Board, having reviewed and considered the entire record, including the transcript, exhibits and written argument from both parties, now issues this decision after rejection. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 
	1 



	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 
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	11500 et seq. An administrative hearing followed. 
	11500 et seq. An administrative hearing followed. 
	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degreeat Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States 
	2 
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	3 
	3 



	6. 
	6. 
	Respondent is licensed as a non-resident pharmacy with a sterile compounding license issued by the Board. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Dr. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Dr. Acosta drafted an Investigation Report of her 
	4 
	4 



	This is referred to as a Pharm.D degree and holders are entitled to the Dr. designation. The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is 
	2 
	3 
	https:/standards
	/www.usp.org/frequently-asked-questions/usp-and-its-
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	7. 
	7. 
	7. 
	Dr. Acosta explained at hearing that compounding is making “something out of two other things” to make a “third or final product.” (Transcript at p. 23.) Sterile compounding is taking two or more ingredients and making a product that is sterile. The end product is required to be sterile before injecting the drug into a patient. (Id.) 

	8. 
	8. 
	Dr. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the 

	U.S. 
	U.S. 
	Dr. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Dr. Acosta the Analysis Reports for the following bulk drug substances, among others: BPC 157; Ipamorelin; CJC-1295; and TB-500. 
	5
	5



	9. 
	9. 
	On August 4, 2020, Dr. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Dr. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by California law. 
	6 
	6 



	10. 
	10. 
	Dr. Acosta’s first thought after seeing the listed bulk drug substanceswas “what in the world are some of these things?” (Transcript at p. 24.) For instance, she stated there are no drugs or substances in the U.S. called “BPC-157. She began conducting online searches to determine what these substances were, specifically CJC1295, BPC-157, TB-500, and Ipamorelin, and found that these substances were used as active APIs and were not approved drugs in the U.S. (Exhibits 11-16, pp. A327-A410.) 
	7 
	7 

	-


	11. 
	11. 
	Dr. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” (Exhibit 26, at p. A578.) Dr. Acosta did not define or identify the inactive ingredients. She found that respondent added 10% extra of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug pro

	R.Ph. means registered pharmacist. USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. (Cal. Code Regs, tit. 16, § 1735.1, subd. (d).) 
	5 
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	there is no need to add extra.” (Id.) 
	there is no need to add extra.” (Id.) 
	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. These laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. (Exhibit 21 at p. A466.) 
	[¶] … [¶] 
	[Dr. Acosta], as I replied previously, Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. ((Exhibit 21 at p. A469.) 
	Dr. Acosta responded: 
	Thank you for the information.  However, I want to be clear a rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. (Exhibit 22 at p. 484.) 
	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
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	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Dr. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. (Exhibits 11-16, pp. A327-A411. She conceded that her research was of a general nature, and that some of it was not scientific. However, some scientific research stated that stability was an issue with peptides and they can degrade quickly which means difficulty dosing a patient.  (Exhibit 11 at p. A329.) A lot of her research concerned whether these substances were peptides or proteins. She found basic informat
	-


	Using active ingredients, inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement).
	8 
	8 


	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located at p. A459) (hereafter, Insanitary 
	8 
	 at https://www.fda.gov/media/124948/download) (Exhibit 20,
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	15. 
	15. 
	15. 
	As part of her research, Dr. Acosta consulted the “Orange Book: Approved Drugs Products with Therapeutic Equivalence Evaluations”and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. (Exhibit 19, pp. A447-A451.) 
	9 
	9 



	16. 
	16. 
	After conducting her research, Dr. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. (Exhibit 26, p. A581.) She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.”(Exhibit 15, p. A357.) She further noted that “it is a synthetic peptide because it does not o
	10 
	10 



	17. 
	17. 
	Dr. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” (Exhibit 26, p. A581.) TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. (Exhibit 16, p. A381; Exhibit 26, p. A581.) TB-500 is available for research purposes and is commonly used by veterinarians who conduct clinical trials on horses. (Exhibit 26, p. A581.) “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” (

	18. 
	18. 
	Dr. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” (Id.) 

	19. 
	19. 
	Dr. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 

	Conditions Guidance.) 
	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. (Food & Drug Adm., Electronic Orange Book (current as of Mar. 3, 2016) (locatedorange-book).) Another article found by Dr. Acosta also clearly states that this is an experimental peptide that is not currently approved for use as a human drug.  (Exhibit 15, p. A352.)  It also states that “[b]ecause BPC-157 has not been extensively studied in humans
	9 
	 at https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic
	-
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	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	11 
	11 


	Dr. Acosta emphasized that “the federal law is within [the Board’s] authority to enforce.” (Transcript at p. 102.) She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” (Transcript at p. 134.) 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to

	21. 
	21. 
	Dr. Acosta explained that “quality” is defined in the Board’s regulations and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. (Transcript at p. 26-27.) Specifically, Dr. Acosta testified that in the U.S. we have dif

	A USP drug monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance standards. 
	11 
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	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	-

	22. 
	22. 
	Dr. Acosta also explained that under the legal definition of an “adulterated” drug is one that contains in, “whole or in part, any filth, putrid or decomposed substance.” (Id.) Dr. Acosta explained that this essentially means “that it’s dirty, it’s inappropriate for use, and in this case would be extremely inappropriate for injection into a human patient.” (Id.) Dr. Acosta added the filth and putrid substances in these “drugs” resulted from using unknown, unapproved chemicals of unknown quality for injectio

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Dr. Acosta testified that passing a sterility test does not mean that a vial is sterile. (Transcript at p. 29.) “The only way to know something is sterile is to test each and every vial.” (Id.) Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. Dr. Acosta explained that a lot of things go into making a sterile product, including the room, the technique, the filters and “it’s a long process.“ (Id. at p. 30.)
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test 
	for, among others: BPC-157; Ipamorelin; CJC*1295; and TB-500. (Id.) 
	Incomplete Compounding Logs 
	25. 
	25. 
	Dr. Acosta found incomplete compounding logs that did not include the name of the manufacturer. (Exhibit 26, pp. A586-A588.)  From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. (Id.) 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Dr. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP drug monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503A of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into Califor

	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	12 
	12 


	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014 and was the pharmacist-in-charge of the respondent during the time period when the drugs at issue in this case were compounded by respondent for distribution to California residents. From 1973 to 2016, Mr. Joseph held various pharmacist positions, fro

	Fellow of the International Academy of Compounding Pharmacists. 
	12 
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	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	28. 
	28. 
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i

	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. (Transcript at p. 154.) Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. (Id. at pp. 154-155.) Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standard
	13 
	13 



	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	13 
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	30. 
	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” (Transcript at p. 162-163.) Mr. Joseph also explained the process of mi

	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro

	33. 
	33. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. (Id. at p. 174.) Moreover, there were no statements like “not for pharmaceutical use” in the 
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	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	Confirmation of Sterility Prior to Dispensing 
	34. 
	34. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f

	Incomplete Compounding Logs 
	35. 
	35. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	36. 
	36. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, that were not components of drugs approved by the FDA Secretary and did not appear on 
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	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	14 
	14 


	p.
	p.
	 178.)  Respondent learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript
	15
	15



	Analysis 
	The Weighing of Expert Witnesses 
	37. 
	37. 
	The testimony provided consisted of opposing pharmacists as to the 

	Section 503A of the FDCA is codified at 21 U.S.C. § 353a. In this decision, the Board will refer to the sections of the FDCA in the body of the text and include where that section is codified in the United States Code in footnotes. (Food & Drug Adm., Warning Letter to Tailor Made Compounding, LLC. (Apr. 1, 2020) (hereafter, Tailor Made Warning Letter). (Exhibit 24, pp. A506-A511) (also publicly available at (the FDA issued a warning letter to a compounding pharmacy compounding with “ineligible drug substanc
	14 
	15 
	) 
	www.fda.gov/inspections
	-

	compliance-enforcement-and-criminal-investigations/warning-letters/tailor-made-compounding-llc
	-

	594743-04012020.
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	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	The Role of the FDA in Approval of Drug Products 
	38. 
	38. 
	Under the laws of the United States, the federal Food and Drug Administration (FDA) has the sole authority to approve drugs for use in the United States. It is violation of federal law for anyone to introduce or deliver for introduction into interstate commerce any new drug unless the FDA has approved an application filed.Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not
	16 
	16 

	17 
	17 



	See (Section 505 of the FDCA (21 U.S.C. § 355).) A similar prohibition exists under California law. See (Health & Saf. Code § 111550(a).) Generally, when the FDA evaluates a new drug for approval it considers clinical trials to evaluate both efficacy of a drug for a particular condition and the safety of the drug.  The FDA’s actions in this area must comply with notice and comment requirements giving all interested parties a chance to comment on proposed actions and the FDA’s actions approving new drugs are
	16 
	https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic-orange-book).) 
	17 
	Bulk Drug Substances Used in 
	Bulk Drug Substances Used in 
	Compounding | FDA 

	fda.gov/drugs/human-drug-compounding/bulk-drug-substances 
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	39. 
	39. 
	39. 
	To ensure that compounding by state-licensed pharmacies is not effectively prohibited by the new drug approval process and other restrictions in the FDCA, Congress passed an exemption, Section 503Aof the FDCA, that provides, in relevant part, an exemption for products compounded by a state-licensed pharmacist in a state-licensed pharmacy from FDCA requirements related to the new drug approval process (section 505), the labeling of drugs with adequate directions for use (section 502(f)(1)) and concerning com
	18 
	18 

	19 
	19 



	40. 
	40. 
	Section 503A(b)(1)(A)(i)of the FDCA provides, that a drug product may be compounded if the licensed pharmacist compounds the drug using bulk substances that: 1) comply with the standards of (1) a United States Pharmacopoeia (USP) or National Formulary (NF) monograph;2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears 
	20 
	20 

	21 
	21 

	22 
	22 



	See (21 U.S.C. § 353a.) See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) (21 U.S.C. § 353a(b)(1)(A)(i).) The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug P
	18 
	19 
	20 
	21 
	22 
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	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	23 
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	24 
	24 


	To determine if a bulk drug substances is an eligible drug ingredient, a pharmacist seeking to use the substance needs to merely review whether USP or NF has a drug monograph for the substance, or if no drug monograph exists, whether the substance is an ingredient in an FDA approved drug by consulting the Orange Book, or if it appears on the list at 21 C.F.R. Section 216.23 or on the list maintained by the FDA for 503A Category 1 list.If the substance does not qualify under one of these avenues, it is an in
	25 
	25 


	41. 
	41. 
	In addition to satisfying the requirements of Section 503A(b)(1)(A)(i) of being an eligible drug ingredient, the substances must also comply with the provisions of Section 503A(b)(1)(A)(ii)-(iii)that requires that the ingredient be: 1) manufactured by an entity registered under section 360 of the FDCA; and 2) accompanied by a certificate of analysis for each bulk substance. Finally, the compounder must comply with the 
	26 
	26 



	See (Food & Drug Adm., Interim Policy on Compounding Using Bulk Drug Substances under Section 503A of the Federal Food, Drug and Cosmetic Act, Guidance for Industry (Jan. 2017).) (hereafter, FDA’s Bulk Drug Substances Interim Policy) (Exhibit 17, pp A411-A451, A423 & A425); (located on FDA website at 
	23 

	). 
	). 
	www.fda.gov/media/19438/download


	See (Food & Drug Adm., Tailor Made Warning Letter, supra n.15.)  In this warning letter, the FDA referred to drug products that do not meet the requirements of Section 503A(b)(1)(A)(i) as “ineligible drug products.” (Exhibit 24, pp. A508.) See (Food & Drug Adm., Bulk Drug Substances Nominated for Use in Compounding Under Section 503A of the Federal Food, Drug, and Cosmetic Act, ; (located at ). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound us
	24 
	25 
	Bulk Drug Substances Used in Compounding Under Section 
	Bulk Drug Substances Used in Compounding Under Section 
	 Nominated for Use in Compounding Under Section 503A 
	503A of the FD&C Act; | FDABulk Drug Substances

	of the Federal Food, Drug, and Cosmetic Act (fda.gov)

	www.fda.gov/media/94155/download
	www.fda.gov/media/94155/download
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	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	27 
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	28 
	28 


	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	42. 
	42. 
	Drugs may be administered topically, orally or via injection into the human body.  Drugs that are ingested orally present less dangers to patients from residual contaminants contained in a substance ingested orally. Drugs that are ingested orally go through the body’s digestive tract and the human body has the ability to filter out and excrete residual impurities in such drugs or substances consumed orally. In contrast, drugs injected into a patient’s bloodstream or body bypasses the human body’s main defen

	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	Accordingly, it is reasonable to interpret the phrase “applicable United States Pharmacopoeia monograph in this statutory provision as a reference to USP drug monographs, not USP dietary supplement monographs.  Moreover, adopting the alternative interpretation urged by the comment – i.e., that “applicable” USP monographs” include USP dietary supplement USP monographs – would not be in the best interest of the public health.  USP monographs for dietary supplements can differ in significant ways 
	(21 U.S.C. § 353a(b)(1)(B)-(D).) See (Withdrawn or Removed List of Drugs, 21 C.F.R. § 216.24 (list of drugs that have been withdrawn or removed from the market for reasons of safety or effectiveness). 
	27 
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	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	29 
	29 


	Quality of Compounded Sterile Human Drugs 
	43. 
	43. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including 
	filth, putrid, or decomposed substances, the absence of 
	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	44. 
	44. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 

	See (2019 Bulk Substances Adopting Release, supra n.21, 84 Fed.Reg. at p. 4705.) 
	29 
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	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
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	45. 
	45. 
	The FDA also has stated that compounding using eligible drug ingredients that comply with the requirements of Section 503A must meet other requirements of the FDCA, including ensuring that adulterated drugs are not introduced into interstate commerce, including preparing, packaging or holding drugs under insanitary conditions.The FDA stated that drugs held under insanitary conditions are deemed to be adulterated regardless of whether they qualify for the exemption in Section 503A of the FDCA.The FDA identif
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	46. 
	46. 
	Dr. Acosta persuasively opined that respondent’s use of ungraded (i.e. non-pharmaceutical grade) active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP drug monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Dr. Acosta’s review of respondent’s master formulas and compounding logs

	47. 
	47. 
	The respondents and the ALJ in the rejected proposed decision seemed to be confused that the FDA’s Insanitary Conditions Guidancewas not binding or that 
	34 
	34 



	The FDA has also cited facilities for the use of substances that lack a description of grade. See (Food & Drug Adm., Inspection Observation Letter to DA La Vita Compounding Pharmacy (May 11, 2020) (located at , 
	30 
	https://www.fda.gov/media/137497/download
	https://www.fda.gov/media/137497/download

	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	issued 03/11/2020 (fda.gov)). 


	See (Food & Drug Adm., Insanitary Conditions Guidance, supra n.8.) (Id. at p. 1.) (Id. at page 5, § III.A.1, last bullet point.) The FDA issues its guidance documents pursuant to a regulation governing good guidance practices. 
	31 
	32 
	33 
	34 
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	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	-
	-

	48. 
	48. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for processing error did establish that respondent’s drug products contained harmful levels of other unknown contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Dr. Acosta testified that the evidence of contaminants is in the COA, and that the fact that respondent used an unknown chemical demonstr

	(Good Guidance Practices, 21 C.F.R. § 10.115.) This regulation specifies that you may use an alternative approach other than one set forth in a guidance document provided that, it complies with all relevant statutes and regulations.  The regulation also states that the “FDA is willing to discuss an alternative approach with you to ensure that it complies with the relevant statutes and regulations. (21 C.F.R. § 10.115(d)(2).) It is unfortunate that the respondents did not choose to exercise the option to con
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	49. 
	49. 
	49. 
	Dr. Acosta testified credibly and persuasively on this position.  Dr. Acosta raised serious concerns that respondent used bulk drug substances that were not pharmaceutical grade, the substances used were not approved by the FDA as component in an approved drug, do not have a USP drug monograph and are not listed on the FDA’s list of bulk substances approved for use in sterile compounding. for use in compounded human drugs in the U.S. Accordingly, the complainant established by a preponderance of the evidenc

	ADULTERATED PREPARATIONS 
	50. 
	50. 
	The evidence established that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug preparations that were adulterated by using non-pharmaceutical grade ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were not pharmaceutical grade and lacked a USP drug monograph to compare the grade used with a

	51. 
	51. 
	Mr. Joseph testified that an ingredient with a USP dr u g monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. USP drug monographs sets forth quality expectations and testing standards for substances for which a drug monograph has been established. There was no USP drug monograph for any of these substances undoubtedly because th
	-


	52. 
	52. 
	Mr. Joseph’s testimony that a USP drug monograph does not ensure that an ingredient is free of impurities or has requisite quality is equally unpersuasive.  The quality of an end product can never be guaranteed due to human and/or equipment 
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	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	53. 
	53. 
	For these reasons, the evidence established that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	54. 
	54. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used, in his opinion, a more superior bioluminescence test that is “an extremely accurate test to a much higher d

	INCOMPLETE COMPOUNDING LOGS 
	55. 
	55. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to 
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	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	56. 
	56. 
	The most egregious violation in this case is the fact that the respondents compounded sterile drug products for injection into the human body using ineligible drug ingredients as defined in Paragraph 40 of this decision. The evidence established that the respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the FDA; and (3) did not appear on a list developed by the FDA. Thus, it
	35 
	35 



	57. 
	57. 
	Mr. Joseph testified that he was generally aware of the requirement that ingredients to be eligible for compounding must have a USP monograph or be in an ingredient in a commercially available drug or appear on a list of eligible substances developed by the FDA.  (Transcript at p. 177). Earlier in his testimony, Mr. Joseph testified that he was surprised Dr. Acosta had not heard of these substances as these substances had been sought by physicians for several years. (Transcript at p. 152). Mr. Joseph never 

	See (Health & Saf. Code § 111550(a).) 
	35 
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	58. 
	58. 
	58. 
	Mr. Joseph tried to justify compounding using these ineligible drug ingredients because respondent complied with other provisions of Section 503A(b)(1). First, he testified that these substances did not appear in what he called a “do not compound list” that he labelled as “a set in stone list where you don’t compound with those things on that list.”(Transcript at p. 177). He also testified at length that the suppliers were registeredand each bulk substance was accompanied by certificates of analysis.Mr. Jos
	36 
	36 

	37 
	37 

	38 
	38 



	59. 
	59. 
	Mr. Joseph testimony also appeared to center on the fact that the FDA needs to disapprove of a drug or ingredient, or it is permissible to use for compounding sterile drug products.  (Transcript at pp 177.) For example, he testified that none of these ingredients were on the withdrawn or removed from the market list. In Paragraph 58, the Board explained why the absence of these substances from this list does not mean they were eligible drug ingredients.Respondent’s argument appears to be that the FDA must e
	39 
	39 



	This requirement is detailed in Section 503A(b)(1)(C) (21 U.S.C. § 353a(b)(1)(C)).  This withdrawn or removed list is codified at 21 C.F.R. § 216.24. This list is important to consult because it could contain substances or drugs that were previously approved by the FDA or reflect greater knowledge of efficacy and long-term safety issues based on longer availability in the market. The fact that these substances were not on this list does not mean that they were eligible drug ingredients. This requirement is 
	36 
	37 
	38 
	39 
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	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	affirmatively act 

	1)
	1)
	have a USP or NF drug monograph; 2) be an ingredient in an FDA-approved drug; 3) or be listed in the list of approved bulk substances in FDA rule or listed as a Category 1 bulk substance that is under consideration by the FDA as detailed in paragraph 40 of this decision. By parity of reasoning, a pharmacist could compound a drug using any harmful substance so long as the FDA has not specifically disapproved of it. Such an argument ignores the fact that Congress has established requirements for FDA approval,
	40 
	40 



	Mr. Joseph also testified that there is nothing in federal law the provides a list as far as what bulk drug substances can be used for compounding and said that the list is under development.  (Transcript at p. 210.) Mr. Joseph is correct in that there is no one list to review to determine if a substance is an eligible drug ingredient. However, to ascertain whether a substance is eligible to use in compounding, a practitioner need only look to the USP or NF for a drug monograph for the substance, and if no 
	60. 
	60. 
	Mr. Joseph also testified that when respondent heard that some competitors were “hearing from the FDA that they should not be compounding with these medications, we voluntarily stopped compounding these medications.” (Transcript at p. 178) He further testified that the area was in flux but also testified that “No, we never felt we were doing anything wrong.” (Id.) Although the development of the bulk drug substance list is in the development stage, the requirements to qualify 

	If the FDCA required specific FDA disapproval of a drug or substance, the FDA would have to waste valuable time developing a list of every possible harmful substance rather than concentrating its energies, and those of the medical and scientific community, on evaluating the efficacy and safety of substances that have been nominated with sufficient scientific information for evaluation. To avoid regulatory gaps and administrative waste of resources, Congress wisely established an approval, rather than a disa
	40 
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	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	41 
	41 


	61. 
	61. 
	Mr. Joseph also appeared to try to justify the compounding of these ineligible drug ingredients because respondent received prescriptions from physicians for the general wellness of their patients. (Transcript at pp. 153, 194, 196-198.)  Mr. Joseph stated that physicians “had to have done research on these medications . . ..” (Transcript at p. 153.) Mr. Joseph also testified that a pharmacy cannot use any ingredients for high-risk compounding.  He stated that “[w]e have to have some indication that the ingr

	In addition to the warning letter sent to Tailor Made Compounding LLC by the FDA, the U.S. Attorney’s Office for the Eastern District of Kentucky announced in a press release on October 29, 2020, that Tailor Made Compounding LLC pled guilty to one count of distributing unapproved new drugs throughout the United States from October 28, 2018, through April 1, 2020. In connection with the plea agreement, Tailor Made agreed to forfeit approximately $1,750,000 representing its 2019 sales for those products. See 
	41 

	(announcing that compounding pharmacy plead guilty to one count of distributing unapproved new drugs throughout the U.S., including CJC-1295, BPC 157 and Ipamorelin, and the owner pled guilty to one count of unlawfully engaging in wholesale distributing of a prescription drug without licensing as a wholesale distributor in Kentucky.)  Obviously, the federal government found nothing in flux about the state of federal law in this area that prevented the filing of criminal charges against a compounding pharmac
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	-

	releases/nicholasville-compounding-pharmacy-and-its-owner-plead-guilty-unlawful-distribution
	-

	prescription 
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	used in compounded drug products.  In response to this comment, the FDA stated that: 
	used in compounded drug products.  In response to this comment, the FDA stated that: 
	The [FDCA] established the framework for regulating the drugs that physicians may prescribe. Within this framework, once a drug becomes legally available, with certain limited exceptions, FDA does not interfere with physician’s decisions to use it when they determine that in their judgment it is medically appropriate for their patients.  This Agency believes that this rule is consistent with this framework and does not overregulate.
	42 
	42 


	Thus, physicians and pharmacists do not have the ability to substitute their personal opinion as to the safety, effectiveness or legal availability of substances to be used as drugs or lawful ingredients in compounded sterile drugs sold or distributed in the United States.That safety and efficacy analysis and evaluation of drugs or the appropriate components of drugs resides solely with the FDA.The FDA, when reviewing or evaluating potential new drugs or lawful ingredients to be used in compounded drugs, is
	43 
	43 

	44 
	44 


	See (2019 Bulk Substances Adopting Release, supra, n.20, 84 Fed.Reg. at p. 4707.) As California licensed pharmacists are aware, reliance solely on a prescription written by a physician does not relieve a pharmacist of their professional obligations in other areas, including evaluating prescriptions written for controlled substances where pharmacists have a corresponding responsibility to ensure such prescriptions are issued for a legitimate medical purpose. (Health & Saf. Code § 11153(a).) One of the FDA’s 
	42 
	43 
	44 
	https://www.fda.gov/about-fda/what-we-do#mission
	https://www.fda.gov/about-fda/what-we-do#mission
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	62. 
	62. 
	62. 
	Respondent’s final argument was that the Board has no power to enforce the FCDA as the enforcement of the FCDA resides solely with the FDA.The Board disagrees. Although the FDA has significant enforcement tools, including the rights to seek injunctions, recalls and have the federal government institute criminal proceedings in appropriate cases, the FDA does not have the ability to either issue, discipline or revoke pharmacist’s licenses to practice pharmacy or pharmacy licenses or sterile compounding permit
	45 
	45 

	46 
	46 

	-
	47 
	47 



	(21 U.S.C. § 337(a).) This section requires that for the enforcement or to restrain violations shall be by and in the name of the United States, except for certain state actions. The Board is not aware of any federal decision invoking this section to deny a State licensing board the ability to discipline a license or permit issued to a pharmacist or a pharmacy. See, e.g., (Perez v. Nidek Co., LTD (9Cir. 2012) 711 F.3d 1109) (involving private party claims in medical devices area and fraud on the FDA in a fa
	45 
	th 
	th 
	th 
	th 
	th 
	46 
	47 
	Compounding Information for States | 
	Compounding Information for States | 
	FDA

	located at https://www.fda.gov/drugs/human-drug-compounding/compounding-information-states).) 
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	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	48 
	48 


	The Board is exercising its ability to enforce the licensing laws of the State of 
	California. In California, pharmacies and pharmacists operate in a regulatory 
	landscape that includes compliance with both applicable federaland state laws. The 
	49 
	49 


	requirement that drugs or components of drugs must be approved by the FDA is a 
	fundamental requirement under the federal drug regulatory structure and therefore 
	reasonable that the Board, if authorized under state law, could discipline licensees and 
	permit holders for violations of these basic requirements under both federal and state 
	law.The California Legislature had determined that disciplinary actions may be 
	50 
	50 


	undertaken under Subsection (o) of Section 4301 of the Business and Professions 
	Code for “violating or attempting to violate . . . applicable federal and state laws and 
	regulations governing pharmacy, including regulations established by the board or by 
	any other state or federal regulatory agency.” In this case, the violation of applicable 
	federal law is clear and does not require the Board to exercise discretionary authority 
	left solely to the FDA. Violation of the FDCA for the compounding of these 
	substances could be determined objectively by anyone after consulting three sources. 
	First, there is no USP or NF drug monograph for any of these substances.  Second, 
	these ingredients are not listed as an ingredient in any FDA-approved drug in the 
	Orange Book.  Lastly, none of these substances were listed in the rule for approved 
	bulk substances products listed in 21 C.F.R. section 216.23, or on Category 1 
	substances on the FDA website.  Therefore, the compounds were not eligible drug 
	ingredients for compounding as required under Section 503A(b)(1)(A)(i) regardless of 
	respondent’s compliance with any other provision of Section 503A. Accordingly, 
	respondent by distributing sterile compounding drugs using these ineligible drug 
	ingredients to consumers in California distributed unapproved new drugs in violation 
	(Insanitary Conditions Guidance, supra n.8 at p. 3.) For example, pharmacies and pharmacists must comply with rules of the Drug Enforcement Agency in the handling of controlled substances and other requirements established in the FDCA and the Board has disciplined licensees for violations of those laws as well as specific California laws. See ¶38 of this decision, supra n.15. 
	48 
	49 
	50 
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	of both federal and state law. 
	of both federal and state law. 
	Respondent also cited and misinterpreted selected quotations from minutes of 
	a Board meeting to show that the Board admitted that it lacked jurisdiction to enforce 
	the bulk substances rule. At hearing, respondent’s counsel cited to a statement in the 
	minutes from the April 29-30, 2021 Board meeting where Board counsel added that 
	“the bulk drug substance and analysis resides with the FDA and not the Board.” 
	(Transcript at p. 93.)Respondent’s counsel interpreted that statement to mean that 
	51 
	51 


	the Board conceded it lacked jurisdiction to discipline licensees for violations of the 
	bulk drug substances rules.  This totally misconstrues the counsel’s statement and 
	what it meant.  As stated numerous times in this decision, the FDA alone has the sole 
	authority to evaluate and take action to add a substance to the bulk list and approve it 
	for specific uses and mode of administration and that is what that counsel’s statement 
	means. The selective citation to one statement and misinterpretation of the meaning 
	is particularly concerning to the Board as it ignored the Board’s and Enforcement and 
	Compounding Committee’s numerous discussions of the issues associated with 
	another bulk substance, methylcobalamin, a synthetic B-12 substance, that is currently 
	listed on Category 1 of the 503A bulks list.  The Enforcement and Compounding 
	Committee and the Board have had extensive discussions regarding the staff’s 
	educational efforts surrounding use of inappropriate grade bulk substances.Also, 
	52 
	52 


	the Enforcement and Compounding Chair Report for the January 27-29, 2021 Board 
	meeting described earlier committee meetings and the discussion regarding 
	education of licensees of using the appropriate grade of bulk substance for the 
	intended mode of drug administration, and states that “[t]he committee took no 
	action on the item but noted that staff should focus on educating licensees when the 
	practice is identified and and keep the 
	exercise appropriate enforcement discretion 

	committee apprised of changes.” (emphasis added). In short, the Board has never 
	53 
	53 


	(Ca. Bd of Pharmacy, Minutes of Board Meeting (Apr. 29-30, 2021) at p. 33. (, See (Ca. Bd. of Pharmacy, Enforcement and Compounding Committee Chair Report for the Apr, 29-30, 2021 Board Meeting at pp.4-8 (describing the educational activities of the staff and other FDA guidance related to methylcobalamin.and use of inapprorpriate grade API to compound sterile products). , located at ).) This Chair report also detailed the consultation with the FDA that confirmed compounding with inappropriate grade API coul
	51
	Board Minutes (ca.gov)
	Board Minutes (ca.gov)

	located at https://www.pharmacy.ca.gov/meetings/minutes/2021/21_apr_bd_min.pdf).) 
	52 
	Attachment 
	Attachment 
	inserts for meeting materials (ca.gov)

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf
	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf

	53 
	Chair Report (ca.gov) 
	Chair Report (ca.gov) 

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_jan_bd_mat_x.pdf
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	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	63. 
	63. 
	The Board is also concerned that the ineligible drug ingredients used to compound sterile drug products appeared to be used for general wellness as opposed to treatment of discernible medical conditions.  As discussed in this decision, there are substantial differences between supplemental formulations intended for oral administration and sterile compounded drug preparations. In fact, supplements generally are not regulated as drugs but as foods.Mr. Joseph testified that the information respondent received 
	54 
	54 

	55 
	55 

	56 
	56 



	The Board is also concerned that a licensed compounding pharmacy in 
	California compounded sterile drug products using ineligible drug ingredients for 
	general wellness when there may have been other FDA-approved drugs available and 
	without any safety or effectiveness review by the FDA. When a consumer receives a 
	See, e.g., (21 U.S.C. §§ 321(ff) (defining a dietary supplement), & 350 (defining vitamins and minerals).) (2019 Bulk Substances Adopting Release, 84 Fed.Reg. at p. 4699.) The FDA noted that in many cases there is minimal data regarding the safety or effectiveness of compounded drugs and the absence of information does not mean there is no risk.  Therefore, the availability of FDA-approved drugs that have been proven to be safe under the conditions of use approved in the label could weigh in favor of exclus
	54 
	55 
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	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	64. 
	64. 
	The evidence clearly established that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503A of the FDCA, which sets forth requirements for compounding with bulk drug substances. Although Mr. Joseph testified that respondent has ceased compounding with these ingredients in deference to the FDA’s actions, the facts clearly established that respondent should never have compounded sterile inject

	Costs 
	65. 
	65. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total  costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	amount of $23,505.50. The


	66. 
	66. 
	The ALJ found that Board’s request forits prosecution and investigation costs was reasonable. However, the ALJ found that mitigation of costs was warranted. 
	 reimbursement of $23,505.50 for 


	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The ALJ concluded that the appropriate standard of proof in this action against the pharmacy and sterile compounding license was “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance 856.) The Board disagrees.  The appropriate standard of proof against a facility or other site license is a preponderance of the evidence standard. (In the Matter of the Third Amended Accusation against IV Solutions, Inc. Alireza Varastehpour, President and Renee 
	(1982) 135 Cal.App.3d 853, 
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	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	11425.60.
	Precedential Decisions -California State Board of Pharmacy
	Precedential Decisions -California State Board of Pharmacy

	https://www.pharmacy.ca.gov/enforcement/precedential.shtml
	https://www.pharmacy.ca.gov/enforcement/precedential.shtml


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o)
	(o)
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 

	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 
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	(2) 
	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), 

	states: 
	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
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	8. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 

	[¶] … (F) The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 
	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing 
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	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i) 
	(i) 
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant established by a preponderance of the evidence that 
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	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	12. 
	12. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 14-23 and Analysis Findings 38-49, respondent compounded and furnished sterile drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-R

	13. 
	13. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 24 and Analysis Finding 54, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause 

	14. 
	14. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 25 and Analysis Finding 55, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline responden

	15. 
	15. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Findings 8, 10, 14-19 and Analysis Findings 38-41 and 56-64, respondent compounded sterile drug preparations using bulk drugs 
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	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	COSTS 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The complainant sought reimbursement for enforcement and investigation costs in theIn Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identified the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his or her 
	 total amount of $23,505.50. 

	The ALJ determined that cost mitigation was appropriate because in the rejected proposed decision, the ALJ concluded that three of the five charges were not substantiated and reduced the costs submitted by complainant to $12,000.  Under Business & Professions Code section 125.3, only an ALJ can order costs to be paid. Accordingly, the costs of $12,000 ordered by the ALJ are imposed. 
	DISCIPLINARY ACTION 
	17. 
	17. 
	Protection of the public is the Board’s highest priority in exercising its licensing, regulatory and disciplinary functions.  (Bus. & Prof. Code § 4001.1) “[When that goal is inconsistent with other interests, the public’s protection is paramount.” (Oduyale 

	v.
	v.
	California State Bd. Of Pharmacy, (2019) 41 Cal.App.5101, 118.) 
	th 


	18. 
	18. 
	The Board’s Disciplinary Guidelines, incorporated by reference in its regulations (Cal. Code Regs., tit. 16 § 1760) divide violations into four categories for purposes of determining the appropriate disciplinary action.  Category 1 violations are 
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	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	19. 
	19. 
	Repeat or serious violations involving improper compounding of drug products appear in both Category II and Category III. Violations involving selling or transferring adulterated drugs falls within Category III.  The Board believes that compounding sterile drug products using ineligible drug ingredients also should fall within Category III because of the severe safety issues that can arise using substances that have never been reviewed or approved by the FDA for either efficacy or safety. The recommended mi

	20. 
	20. 
	The Disciplinary Guidelines also lists 17 factors to be considered in determining whether a minimum, maximum or intermediate penalty should be imposed in a given case.  “No single one or combination of the . . .  factors is required to justify the minimum and/or maximum penalty in a given case, as opposed to an intermediate one.” (Id., p. 3.)  The evidence presented about the factors in this case were as follows: 

	(1) 
	(1) 
	Actual or potential harm to the public. Respondent’s violations posed severe potential harm to the public because the respondents sold and transferred sterile compounded drug products for California consumers that were not eligible drug ingredients that have never been reviewed or approved by the FDA as a new drug authorized for use in the United States.  Respondents testified that no patient was actually harmed, and they received no adverse serious reactions notifications from California consumers. However
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	considerations. 
	considerations. 
	(2) 
	(2) 
	Actual or potential harm to any consumer. The violations posed significant potential harm to receiving consumers as described in (1) above. 

	(3) 
	(3) 
	Prior disciplinary record, including level of compliance with disciplinary order(s). Respondent has not prior disciplinary action with the Board. 

	(4) 
	(4) 
	Prior warning(s), including but not limited to citation(s) and fine(s), letter(s) of admonishment, and/or correction notice(s). Complainant presented no evidence of any prior warnings to Respondent. 

	(5) 
	(5) 
	Number and/or variety of current violations. Respondent committed five violations of law involving sterile compounded products between September 10, 2019, and March 26, 2020, involving the amount of prescriptions and lots and vials as listed in Paragraphs 21, 23 through 26.  

	(6) 
	(6) 
	Nature and severity of the act(s), offense(s) or crime(s) under consideration. The violations were severe and classified as multiple Category III violations. 

	(7) 
	(7) 
	Aggravating evidence. The repeat nature of Respondents violations is a matter in aggravation. 

	(8) 
	(8) 
	Mitigating evidence. Respondent presented evidence that it replaced internal software to ensure the manufacturer of each drug product is included in its records and finally stopped compounding using the ineligible drug ingredients. However, the Board finds that finally stopping compounding with ineligible drug ingredients in deference to FDA warning letters and criminal actions initiated against a competitor for compounding three of the same substances is not sufficient because the sterile preparations shou

	(9) 
	(9) 
	Rehabilitation evidence. Although Mr. Joseph testified that respondent corrected its software and stopped compounding sterile products with five ineligible drug ingredients, he also failed to acknowledge the wrongfulness of respondent’s conduct in compounding any sterile products with such ineligible drug 
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	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	(10) 
	(10) 
	Compliance with terms of any criminal sentence, parole, or probation. This factor is inapplicable. 

	(11) 
	(11) 
	Overall criminal record. This factor is inapplicable. 

	(12) 
	(12) 
	If applicable, evidence of proceedings for case being set aside and dismissed pursuant to Section 1203.4 of the Penal Code. This factor is inapplicable. 

	(13) 
	(13) 
	Time passed since the act(s) or offense(s). 

	Respondent committed the acts at issue from 2019 until March 2020. 
	(14) 
	(14) 
	Whether the conduct was intentional or negligent, demonstrated incompetence, or, if the respondent is being held to account for conduct committed by another, the respondent had knowledge of or knowingly participated in such conduct. There was no direct testimony from Mr. Joseph that respondent intentionally violated the federal laws governing the bulk substances at issue in this case.  However, Mr. Joseph testified that he was aware of the requirements generally in Section 503A(b)(1)(A)(i) and then testifie
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	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	(15) Financial benefit to the respondent from the misconduct. Respondent received a financial benefit from the misconduct.  Mr. Joseph testified that after the respondent stopped compounding sterile drug products using ineligible drug substances, the respondent stopped sterile compounding as it only left a few products in the pharmacy.  “From a financial point of view, it didn’t make a lot of sense to do all the validations and testing on the few compounds left in the pharmacy.”  (Transcript at p. 189).  Fr
	(16) 
	(16) 
	Other licenses held by the respondent and license history of those licenses. Respondent holds a non-resident pharmacy license and sterile compounding permit. 

	(17) 
	(17) 
	Uniform Standards Regarding Substance-Abusing Healing Arts Licensees (see Business and Professions Code Section 315). This factor is inapplicable. 

	21. 
	21. 
	Considering these factors and the entire record in this case, the Board finds that the maximum penalty is appropriate in this case.  Although the evidence established violations of only sterile compounding laws, the Board’s investigation only included a review of respondent’s sterile compounding practices. The Board believes that respondent’s failure to fully acknowledge the wrongfulness of its past conduct and failure to understand or choose to comply fully with applicable state and federal law could also 
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	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	ORDER 
	Accordingly, it is hereby ordered that: 
	1. The Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder are hereby both revoked. 
	2. Respondent is ordered to pay costs to the Board in the amount of $12,000. All costs shall be paid prior to Respondent filing an application for reinstatement of its non-resident pharmacy license or sterile compounding permit. 
	This Decision shall become effective at 5:00 p.m. on December 10, 2022. 
	It is so ORDERED on November 10, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	Figure
	By Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 
	Nonresident Pharmacy Permit No. NRP 1666 and Nonresident Sterile Compounding Permit No. NSC 100827 Respondent Agency Case No. 7100 OAH No. 2021090843 
	ORDER REJECTING PROPOSED DECISION AND ORDER SETTING DATE FOR WRITTEN ARGUMENT CASE NO. 7100 
	PAGE 1 

	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	FOR SUBMISSION OF WRITTEN ARGUMENT 
	Pursuant to section 11517 of the Government Code, the Proposed Decision of the Administrative Law Judge in the above-entitled matter is rejected. The California State Board of Pharmacy (hereinafter "board") will decide the case upon the record, including the transcript(s) of the hearing, and upon such written argument as the parties may wish to submit. No new evidence may be submitted. 
	The administrative record of the hearing in the above-entitled matter having now become available, the parties are hereby notified of the opportunity to submit written argument. Written argument shall be filed with the Board of Pharmacy, Attn. Susan Cappello, 2720 Gateway Oaks Drive, Suite 100, Sacramento, California, 95833, or on or before September 2, 2022. 
	susan.cappello@dca.ca.gov 
	susan.cappello@dca.ca.gov 


	It is so ORDERED on August 4, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	By 
	Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation against: 
	ABSOLUTE PHARMACY LLC, DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Case No. 7100 
	OAH No. 2021090843 
	ORDER DENYING REQUEST FOR CORRECTION 
	Danette C. Brown, Administrative Law Judge (AU), Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference and telephone on March 21, 22, and 23, 2022, from Sacramento, California. 
	The Proposed Decision after hearing was issued on May 2, 2022. On May 6, 2022, counsel for the Board of Pharmacy (Board) submitted a request to correct the Proposed Decision pursuant to Government Code section 11518.5. The request states the AU applied the incorrect standard of proof, which may have "impacted the decision and finding that the Complainant did not establish" certain of the causes for discipline. The request states that the Proposed Decision should be corrected to apply 

	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	On May 16, 2022, respondent opposed the request, arguing the AU applied the correct standard of proof and even if she did not, there would be no change in the outcome. 
	Government Code section 11518.5 permits a party to request correction of a "mistake or clerical error" in a Proposed Decision. Under California Code of Regulations, title 1, section 1048, subdivision (a), an agency may apply to OAH to "correct a mistake or clerical error, or make minor or technical changes...." Subdivision 
	(i) 
	(i) 
	limits the nature of a correction under Government Code section 11518.5: 

	(i) 
	(i) 
	In no event may any correction made pursuant to this policy statement result in reconsideration, or change the factual or legal basis, of a proposed or final decision. 

	Board counsel's request admits that any change "may have impacted the decision." This request for correction must be denied by the clear language of California Code of Regulations, title 1, section 1048, subdivision (i). 
	ORDER 
	Board counsel's Request for Correction is DENIED. 
	!featfter;ff tpwa11
	DATE: May 16, 2022 
	HeatherM. Rowan (May 16, 202216:21 PDT) 
	HEATHER M. ROWAN Presiding Administrative Law Judge Office of Administrative Hearing 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Agency Case No. 7100 
	OAH No. 2021090843 
	PROPOSED DECISION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. 
	Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. 
	Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and Andreas Dieter Dettlaff, President and 100% Shareholder, who appeared at the hearing. 

	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 


	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 

	2 

	July 1, 2021 Accusation 
	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 11500 et seq. This hearing followed. 

	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degree at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States
	2 


	The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of 
	2 

	3 

	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	6. 
	6. 
	Respondent is a compounding pharmacy that does not manufacture any drug products. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Ms. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Ms. Acosta drafted an Investigation Report of her findings, and testified 
	3 


	7. 
	7. 
	Ms. Acosta explained at hearing that “compounding is making something out of two other things” to make a “third or final product.” Sterile compounding is 

	standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is left to the FDA and other government authorities in the United States and elsewhere. () 
	standards
	https://www.usp.org/frequently-asked-questions/usp-and-its
	-


	“A ‘Bulk drug substance’ means any substance that, when used in the preparation of a compounded drug preparation, processing, or packaging of a drug, is an active ingredient or a finished dosage form of the drug, but the term does not include any intermediate used in the synthesis of such substances.” (Cal. Code Regs., tit. 16, § 1735.1, subd. (d).) 
	3 

	4 

	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	8. 
	8. 
	Ms. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the U.S. Ms. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Ms. Acosta the Analysis Reports for the following bulk drug substances, among 
	4


	9. 
	9. 
	On August 4, 2020, Ms. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Ms. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by the Board. 
	5 


	10. 
	10. 
	Ms. Acosta’s first thought after seeing the listed bulk drug substances was “what in the world are some of these things?” For instance, she stated there are no drugs or substances in the U.S. called “BPC-157.” She began conducting online searches to determine what these substances were, specifically CJC-1295, BPC-157, TB
	-


	R.Ph. means registered pharmacist. 
	4 

	USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. 
	5 

	5 

	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	11. 
	11. 
	Ms. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph, and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” Ms. Acosta did not define or identify the inactive ingredients. She found that respondent added “10% extra” of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug products and opined that i

	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Ms. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. The laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. 
	[¶] … [¶] 
	6 

	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Ms. Acosta responded: 
	[A] 
	[A] 
	rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. 

	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Ms. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. 
	7 

	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Ms. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. She conceded that her research was of a general nature, and that “some of it was not scientific.” A lot of her research concerned whether these substances were peptides or proteins. She found basic information on CJC-1295 on Wikipedia, but did not consider Wikipedia to be a “valid location for medical information.” Some substances had “really bad references,” were not conducted with human or animal trials, and w
	-


	Using ingredients, both active and inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement). 
	8 

	15. 
	15. 
	15. 
	As part of her research, Ms. Acosta consulted the “Orange Book: 

	Approved Drugs Products with Therapeutic Equivalence Evaluations” and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. 
	6

	16. 
	16. 
	After conducting her research, Ms. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.” She further noted that “it is a synthetic peptide because it does not occur in nature.” Ms. Acosta explained in her 

	17. 
	17. 
	Ms. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. TB-500 is available for research purposes by veterinarians who conduct clinical trials on horses. “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” 

	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. 
	6 
	(fda.gov) 

	9 

	18. 
	18. 
	18. 
	Ms. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” 

	19. 
	19. 
	Ms. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020 lists of bulk drug substances that can be used in compounding, in violation of section 503a of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that section 503a does not allow a licensed pharmacy to compound these substances. She stated that the Board can en
	7 


	When the FDA increased its oversight of compounding in the 503A facilities and issued these guidance documents, the Board must be mindful of the FDA’s regulation in this area and expectation of the state partners. Changes made by the Board could conflict with federal requirements. 
	Counsel Smiley added the bulk substance evaluation and analysis resides with the FDA and not with the Board. 
	Ms. Acosta explained that she was present at that meeting, but not the entire meeting. She asserted that the discussion did not center on chemicals that “have never 
	A USP monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance. 
	7 

	10 

	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Ms. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including “how the product was made and imported into the U.S., who is allowed to touch it, and requirements along the line for the API.” The product is not just tested at the end of the process to ensure that the quality is present. 

	21. 
	21. 
	Ms. Acosta explained that “quality” is defined in the Board’s regulations, and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. Specifically, “in the U.S., we have dietary grade, animal grade, reagent grade, all diff
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	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	22. 
	22. 
	Ms. Acosta also explained that under the Health and Safety Code, a drug or device is “adulterated” if it consists of any “filthy, putrid, or decomposed substance.” If a compounded drug preparation is adulterated, “it is dirty and inappropriate for injection into a human patient, made from unknown chemicals of an unknown quantity.” Ms. Acosta added: “These are unknown chemicals and not drugs of any capacity. They have not been reviewed by the FDA for compounding. That in and of itself is putrid and filth.” 

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 431 vials described above, Ms. Acosta also found that from approximately September 10, 2019, to March 26, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of ungraded ingredients. 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Ms. Acosta testified that “the only way to test [for sterility] is to test each and every vial.” Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. “A lot of things go into making a sterile product . . . what has to be in the room when you compound, the technique, what filters are used, how to test filters . . . . It is a very long 
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	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	Incomplete Compounding Logs 
	25. 
	25. 
	Ms. Acosta found incomplete compounding logs missing the names of the manufacturer. From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Ms. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503a of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into California. 
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	Respondent’s Evidence 
	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	8 

	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014. From 1973 to 2016, Mr. Joseph held various pharmacist positions, from pharmacist at Gray Drug Stores in Columbus, Ohio, to President and General Director of Southshore Pharmacy, Inc. From 2016 to 2020, he was the Pharmacist-in-Charge for respondent. 

	28. 
	28. 
	Mr. Joseph explained that CJC-1295, BPC-157, Ipamorelin, and TB-500 are “specific peptides that physicians have found to be beneficial to the wellness of patients as to muscle mass.” He added that TB-500 may enhance sexual performance and increase testosterone. Physicians provided information and literature from other countries about these substances, and wanted respondent to compound these drug substances. 

	Fellow of the International Academy of Compounding Pharmacists 
	8 

	14 

	Quality of Compounded Sterile Preparations 
	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standards for compounding. The Quality Assurance Pharm
	9 


	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for 

	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	9 

	15 

	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro

	16 

	33. 
	33. 
	33. 
	Mr. Joseph disputed Ms. Acosta’s use of the term “ungraded” ingredient. Mr. Joseph stated that he was not aware of the term “ungraded,” and this was the first time he has heard of that term. He asserted that the term “ungraded” is “not [used] in standard pharmacy practice.” 

	34. 
	34. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. Moreover, there were no statements like “not for pharmaceutical use” in the COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleg

	Confirmation of Sterility Prior to Dispensing 
	35. 
	35. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f
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	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	Incomplete Compounding Logs 
	36. 
	36. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	37. 
	37. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, were not components of drugs approved by the FDA Secretary, and did not appear on a list developed by the FDA Secretary, in violation of section 503a of the FDCA.Mr. Joseph asserted there is no FDA regulation prohibiting the compounding of CJC-1295, BPC157, TB-500, and Ipamorelin. He conceded that in 2020, “we got some indication that one of our competitors should not b
	10 
	-


	Section 503a of the FDCA is codified in Title 21, United States Code section 353a. 
	10 
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	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	11 
	-

	Analysis 
	QUALITY OF COMPOUNDED STERILE PREPARATIONS 
	38. 
	38. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and 
	Section 503a of the FDCA provides, in pertinent part, that bulk drug substances must have a valid COA and have been manufactured in an FDA-registered establishment. In addition, the bulk drug substance: (1) must comply with an applicable USP or National Formulary (NF) monograph, if one exists, and the USP chapter on pharmacy compounding; (2) if an applicable USP-NF monograph does not exist, be a component of an FDA-approved drug; or(3) if such a monograph does not exist and the substance is not a component 
	11 
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	the absence of inactive ingredients other than those listed on the master formula document. 
	the absence of inactive ingredients other than those listed on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin are ungraded substances used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board has interpreted it to mean that the drug product has no intended use and has not met specific USP standards. 
	Ms. Acosta persuasively opined that respondent’s use of ungraded active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Ms. Acosta’s review of respondent’s master formulas and compounding logs showed that respondent added “10% ex
	39. 
	39. 
	Thus, the Board’s position is that an ungraded ingredient necessarily contains harmful levels of contaminants. However, the term “ungraded” is not defined in the Board’s regulations and does not specifically address the use of ungraded ingredients. The regulation requires harmful levels of contaminants, and active and inactive ingredients not listed on the label or master formula. It appears that CJC-1295, BPC-157, TB-500, and Ipamorelin were listed on the label or master formula. And, while FDA guidance on
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	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	40. 
	40. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for error did not establish that respondent’s drug products contained harmful levels of contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Ms. Acosta’s testimony was not clear on this point, but stated that the evidence of contaminants is in the COA, and that the fact that respondent used an unkn

	41. 
	41. 
	Ms. Acosta and Mr. Joseph testified credibly and persuasively on their respective positions. Ms. Acosta raised serious concerns that respondent used bulk drug substances that are ungraded, not considered drugs in the U.S., do not have a USP monograph, and are relatively unknown. However, the evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drugs which lacked quality due to respondent’s use of ungraded substances. 

	ADULTERATED PREPARATIONS 
	42. 
	42. 
	The evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug 
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	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	43. 
	43. 
	Mr. Joseph persuasively testified that an ingredient with a USP monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. The USP monograph sets forth quality expectations and testing standards. However, the drug product must still meet quality standards during compounding and undergo end product-testing prior to distribution, which r

	44. 
	44. 
	Despite the Board’s serious concerns with respondent’s use of CJC-1295, BPC-157, TB-500, and Ipamorelin in its drug products, the evidence did not establish that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	45. 
	45. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first 
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	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	INCOMPLETE COMPOUNDING LOGS 
	46. 
	46. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to select. Respondent has since modified their standard operating procedures to include the manufacturer on the compoun

	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	47. 
	47. 
	The evidence did not establish that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503a of the FDCA, which sets forth requirements for compounding with bulk drug substances. While the evidence established those requirements were not met, in that respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and 
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	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	Costs 
	48. 
	48. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total amount The costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	of $23,505.50. 


	49. 
	49. 
	As set forth in Legal Conclusion 16, the Board’s request for reimbursementits prosecution and investigation costs is reasonable. However, mitigation of costs is warranted. 
	 of $23,505.50 for 
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	LEGAL CONCLUSIONS 
	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The standard of proof in an administrative disciplinary action seeking the suspension or revocation of a professional license is “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance  “Clear and convincing evidence” requires a high probability of the existence of the disputed fact, greater than proof by a preponderance of the evidence. Evidence of a charge is clear and convincing as long as there is a high probability that the charge is true. (People v. Mabini (2001) 92 Cal.App.4t
	(1982) 135 Cal.App.3d 853, 856.)


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 
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	3. 
	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed 
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	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), states: 

	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 
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	(F) 
	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 

	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to 
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	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i)
	(i)
	 that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 
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	(II)
	(II)
	(II)
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 38 through 41, respondent did not compound and furnish drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Com

	12. 
	12. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 42 through 44, respondent did not compound and furnish drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Comp

	13. 
	13. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code 
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	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	14. 
	14. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 46, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline respondent’s Non-Resident Pharmacy 

	15. 
	15. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Finding 47, respondent compounded with bulk drugs substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, a
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	Costs 
	Costs 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The Board seeks reimbursement for enforcement and investigation costs in the total amount In Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identifies the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his 
	of $23,505.50. 

	Considering the above factors, respondent has succeeded in getting three out of the five charges dismissed. The investigation and enforcement costs are reasonable and appropriate. The time spent appears to be reasonable and the activities were necessary to the develop and present the case. Under all of the facts and circumstances, reduction of costs is warranted. Costs in the amount of $will be reduced to $12,000. 
	23,505.50 

	Conclusion 
	17. 
	17. 
	The evidence as a whole has been considered. Respondent demonstrated that it can continue to be licensed at this time without posing a threat to the health, safety, or welfare of the public. 
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	ORDER 
	ORDER 
	It is hereby ordered that a PUBLIC REPROVAL be issued against Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder. Respondent is required to report this REPROVAL as a disciplinary action. 
	DATE: May 2, 2022 
	Figure
	DANETTE C. BROWN Administrative Law Judge Office of Administrative Hearings 
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	MATTHEW RODRIQUEZ Acting Attorney General of CaliforniaDAVID E. BRICE Supervising Deputy Attorney GeneralPHILLIP L. ARTHUR Deputy Attorney GeneralState Bar No. 238339 1300 I Street, Suite 125 P.O. Box 944255 Sacramento, CA  94244-2550 
	Telephone:  (916) 210-7866 Facsimile:  (916) 327-8643
	E-mail: Phillip.Arthur@doj.ca.gov

	Attorneys for Complainant 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 16011 N. Nebraska Avenue, Suite 103 Lutz, FL 33549 Original Non-Resident Pharmacy PermitNo. NRP 1666 Non-Resident Sterile Compounding PermitNo. NSC 100827 Respondent.
	Case No. 7100 
	ACCUSATION 
	PARTIES 
	PARTIES 

	1. 
	1. 
	Anne Sodergren (Complainant) brings this Accusation solely in her official capacity as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs (Board). 

	2. 
	2. 
	On or about June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit Number NRP 1666 to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge since September 16, 2016.  The Original Non-Resident Pharmacy Permit 
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	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	June 1, 2021, unless renewed. 
	3. 
	3. 
	On or about December 28, 2016, the Board issued Non-Resident Sterile 

	Compounding Permit Number NSC 100827 to Respondent, with Andreas Dieter Dettlaff as 
	President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge 
	since September 16, 2016.  The Non-Resident Sterile Compounding Permit was in full force and 
	effect at all times relevant to the charges brought herein and will expire on June 1, 2021, unless 
	renewed. 
	JURISDICTION 
	JURISDICTION 

	4. 
	4. 
	This Accusation is brought before the Board under the authority of the following 

	laws.  All section references are to the Business and Professions Code (Code) unless otherwise 
	indicated. 
	5. 
	5. 
	Section 4300 of the Code states, in pertinent part: 

	(a)
	(a)
	  Every license issued may be suspended or revoked. . . . 

	6. 
	6. 
	Section 4300.1 of the Code states: 

	The expiration, cancellation, forfeiture, or suspension of a board-issued license by operation of law or by order or decision of the board or a court of law, the placement of a license on a retired status, or the voluntary surrender of a license by a licensee shall not deprive the board of jurisdiction to commence or proceed with any investigation of, or action or disciplinary proceeding against, the licensee or to render a decision suspending or revoking the license. 
	7. 
	7. 
	Code section 4307 states: 

	(a) 
	(a) 
	Any person who has been denied a license or whose license has beenrevoked or is under suspension, or who has failed to renew his or her license while itwas under suspension, or who has been a manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or controlof any partnership, corporation, trust, firm, or association whose application for alicense has been denied or revoked, is under suspension or has been placed on probation, and while acting as the

	(1) 
	(1) 
	Where a probationary license is issued or where an existing 


	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	(2) 
	(2) 
	Where the license is denied or revoked, the prohibition shallcontinue until the license is issued or reinstated. 

	(b) 
	(b) 
	Manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or control of a license as used in thissection and Section 4308, may refer to a pharmacist or to any other person who serves in such capacity in or for a licensee. 

	(c) 
	(c) 
	The provisions of subdivision (a) may be alleged in any pleading filed pursuant to Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. However, no order may be issued in that case except as to a person who is named in the caption, as to whom the pleading alleges the applicabilityof this section, and where the person has been given notice of the proceeding asrequired by Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. The authority 

	BUSINESS AND PROFESSIONS CODE 
	BUSINESS AND PROFESSIONS CODE 

	8. 
	8. 
	Section 4022 of the Code states: 

	“Dangerous drug” or “dangerous device” means any drug or device unsafe forself-use in humans or animals, and includes the following: 
	(a) 
	(a) 
	Any drug that bears the legend: “Caution: federal law prohibits dispensing without prescription,” “Rx only,” or words of similar import. 

	(b) 
	(b) 
	Any device that bears the statement: “Caution: federal law restricts thisdevice to sale by or on the order of a ,” “Rx only,” or words of similar import, theblank to be filled in with the designation of the practitioner licensed to use or orderuse of the device. 

	(c) 
	(c) 
	Any other drug or device that by federal or state law can be lawfullydispensed only on prescription or furnished pursuant to Section 4006. 

	9. 
	9. 
	Section 4169 of the Code states, in pertinent part: 

	(a)
	(a)
	A person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerousdrugs or dangerous devices at wholesale with a person or entity that is notlicensed with the board as a wholesaler, third-party logistics provider, orpharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated, as set forth in Article2 (commencing with Section 111250) of Chapter 6 of Part 5 of Division 104 of the Health and Safety Code. 

	(3) 
	(3) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were misbranded, as defined in Section 111335 of the Health and Safety Code. 


	(4) 
	(4) 
	(4) 
	Purchase, trade, sell, or transfer dangerous drugs or dangerousdevices after the beyond use date on the label. 

	(5) 
	(5) 
	Fail to maintain records of the acquisition or disposition ofdangerous drugs or dangerous devices for at least three years. . . . 

	10. 
	10. 
	Section 4301 of the Code states, in pertinent part: 

	The board shall take action against any holder of a license who is guilty ofunprofessional conduct or whose license has been issued by mistake. Unprofessional conduct includes, but is not limited to, any of the following: 
	. . . 
	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in orabetting the violation of or conspiring to violate any provision or term of this chapteror of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federalregulatory agency. . . . 

	HEALTH AND SAFETY CODE 
	HEALTH AND SAFETY CODE 

	11. 
	11. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it 

	consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 
	12. 
	12. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to 

	manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 
	UNITED STATES CODE 
	UNITED STATES CODE 

	13. 
	13. 
	Title 21 of the United States Code (U.S.C.), section 353a states, in pertinent part: 

	(b) 
	(b) 
	Compounded drug. 

	(1) 
	(1) 
	Licensed pharmacist and licensed physician. A drug product may becompounded under subsection (a) if the licensed pharmacist or licensed physician— 

	(A) 
	(A) 
	compounds the drug product using bulk drug substances, asdefined in regulations of the Secretary published at section 207.3(a)(4)of title 21 of the Code of Federal Regulations— 

	(i)
	(i)
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if amonograph exists, and the United States Pharmacopoeiachapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drugsubstances that are components of drugs approved by the 


	Secretary; or 
	Secretary; or 
	(III) 
	(III) 
	if such a monograph does not exist and the drugsubstance is not a component of a drug approved by theSecretary, that appear on a list developed by the Secretarythrough regulations issued by the Secretary under subsection (c); 

	(ii) 
	(ii) 
	that are manufactured by an establishment that isregistered under section 510 [21 USCS § 360] (including a foreign establishment that is registered under section 510(i) [21 USCS § 360(i)]); and 

	(iii) 
	(iii) 
	that are accompanied by valid certificates of analysis for each bulk drug substance. . . . 

	REGULATORY PROVISIONS 
	REGULATORY PROVISIONS 

	14. 
	14. 
	California Code of Regulations, title 16 (Regulation), section 1735.1, subdivision (ae) states, ‘“Quality’ means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” 

	15. 
	15. 
	Regulation section 1735.2 states, in pertinent part: 

	(g)  
	(g)  
	The pharmacist performing or supervising compounding is responsible forthe integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions forstorage and handling are followed after the preparation is dispensed. . . . 

	16. 
	16. 
	Regulation section 1735.3 states, in pertinent part: 

	(a) 
	(a) 
	For each compounded drug preparation, pharmacy records shall include: 

	(1) 
	(1) 
	The master formula document. 

	(2) 
	(2) 
	A compounding log consisting of a single document containingall of the following: 

	(A) 
	(A) 
	Name and Strength of the compounded drug preparation. 

	(B) 
	(B) 
	The date the drug preparation was compounded. 

	(C) 
	(C) 
	The identity of any pharmacy personnel engaged in compounding the drug preparation. 

	(D) 
	(D) 
	The identity of the pharmacist reviewing the final drugpreparation. 


	(E) 
	(E) 
	(E) 
	The quantity of each ingredient used in compounding thedrug preparation. 

	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer doesnot supply an expiration date for any component, the records shallinclude the date of receipt of the component in the pharmacy, and thelimitations of section 1735.2, subdivision (l) shall apply. 

	(i) 
	(i) 
	Exempt from the requirements in this paragraph(1735.3(a)(2)(F)) are sterile preparations compounded in asingle lot for administration within seventy-two (72) hours to a patient in a health care facility licensed under section 1250 of the Health and Safety Code and stored in accordance with standards for "Redispensed CSPs" found in Chapter 797 of the United States Pharmacopeia --National Formulary(USP37-NF32) Through 2nd Supplement (37th Revision, Effective December 1, 2014), hereby incorporated byreference.

	(G)
	(G)
	A pharmacy-assigned unique reference or lot number forthe compounded drug preparation. 

	(H) 
	(H) 
	The beyond use date or beyond use date and time of thefinal compounded drug preparation, expressed in the compoundingdocument in a standard date and time format. 

	(I) 
	(I) 
	The final quantity or amount of drug preparation compounded for dispensing. 

	(J) 
	(J) 
	Documentation of quality reviews and required post-compounding process and procedures. . . . 

	17. 
	17. 
	Regulation section 1751.7 states, in pertinent part: 

	(1) 
	(1) 
	Batch-produced sterile drug preparations compounded from one ormore non-sterile ingredients, except as provided in paragraph (2), shall besubject to documented end product testing for sterility and pyrogens and shallbe quarantined until the end product testing confirms sterility and acceptablelevels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter85 limits, before dispensing. This requirement of end product test

	(2) 
	(2) 
	The following non-sterile-to-sterile batch drug preparations do notrequire end product testing for sterility and pyrogens: 


	(A)
	(A)
	(A)
	Preparations for self-administered ophthalmic drops in aquantity sufficient for administration to a single patient for 30 days orless pursuant to a prescription. 

	(B) 
	(B) 
	Preparations for self-administered inhalation in a quantitysufficient for administration to a single patient for 5 days or less pursuant to a prescription. . . . 

	COST RECOVERY 
	COST RECOVERY 

	18. 
	18. 
	Section 125.3 of the Code states, in pertinent part, that the Board may request the administrative law judge to direct a licentiate found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 
	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 

	19. 
	19. 
	Peptides are smaller versions of proteins. Many health and cosmetic products contain different peptides for various uses, such as their potential anti-aging, anti-inflammatory, or muscle building properties. Peptides can be confused with proteins. Both proteins and peptides are made up of amino acids, but peptides contain far fewer amino acids than proteins. Some peptides occur in nature while others are synthetic. 

	20. 
	20. 
	BPC-157 aka pentadecapeptide BPC 157 is an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum (the first and shortest section of the small intestine), intestine, liver, and pancreas lesions and soft tissue healing. It is a synthetic peptide because it does not occur in nature. It is a dangerous drug pursuant to Code section 4022. 

	21. 
	21. 
	Ipamorelin (INN) (developmental code name NNC 26-0161) is a peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue (a substance which promotes secretion).  It is a pentapeptide (a peptide containing five amino acids) that was derived from GHRP-1.  It is a dangerous drug pursuant to Code section 4022. 

	22. 
	22. 
	TB-500 (Thymosin Beta-4) is a protein that in humans is encoded by the TMSB4X gene. TB-500 is a synthetic replica of Thymosin Beta 4, a protein peptide that occurs naturally in the bodies of both animals and humans. Although TB-500 is available for research purposes, it is 


	PageRoot
	P
	Link
	Link
	Link

	P
	Link
	Link
	Link

	P
	Link
	Link

	P
	Link
	Link

	P
	Link
	Link

	commonly used by veterinarians who conduct clinical trials using TB-500 on horses. Thymosin beta-4 is a small peptide with G actin-sequestering action. It is associated with induction of angiogenesis (the process by which new blood vessels form, allowing the delivery of oxygen and nutrients to the body's tissues), accelerated wound healing, and increased metastatic potential of tumor cells. Thymosin beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents. It is a dangerous dru
	23. 
	23. 
	Cyanocobalamin is a prescription and over-the-counter man-made form of vitamin B12 used to prevent and treat low blood levels of vitamin B12. It is a dangerous drug pursuant to Code section 4022. 

	24. 
	24. 
	HCG (Human Chorionic Gonadotropin) is a protein-based hormone that the body produces during pregnancy. It helps maintain the production of important hormones such as progesterone to support the healthy growth of the uterus and fetus.  It is a dangerous drug pursuant to Code section 4022. 

	25. 
	25. 
	Nandrolone Decanoate, sold under the brand name Deca-Durabolin among others, is an androgen and anabolic steroid (AAS) medication which is used primarily in the treatment of anemias and wasting syndromes, as well as osteoporosis in menopausal women. It is a dangerous drug pursuant to Code section 4022. 

	26. 
	26. 
	Sermorelin Acetate is a human growth hormone-releasing hormone (GHRH or GRF) used for diagnostic evaluation of pituitary function and also for increasing growth in children. It is a dangerous drug pursuant to Code section 4022. 

	27. 
	27. 
	Testosterone Cypionate comes only in the form of an injectable solution given into a muscle. It is used to treat symptoms of hypogonadism in males (a condition where males do not produce enough of the sex hormone testosterone). It is a dangerous drug pursuant to Code section 4022. 

	28. 
	28. 
	Testosterone Enanthate, also known as testosterone heptanoate, is an anabolic and androgenic steroid (AAS) drug used to treat low testosterone levels. Anabolic drugs work by building muscles, while androgenic refers to the enhancement of sex characteristics typically associated with males. It is a dangerous drug pursuant to Code section 4022. 
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	29. 
	29. 
	29. 
	Methionine/Inositol/Choline (MIC) is an injection consisting of a formula of lipotropics, compounds that are believed to help in the break down of fat. The primary compounds in the formula –methionine, inositol, choline – are believed to help metabolize fat cells and assist in the elimination of stored fat deposits in the liver and body. It is a dangerous drug pursuant to Code section 4022. 

	FACTUAL ALLEGATIONS 
	FACTUAL ALLEGATIONS 

	30. 
	30. 
	On or about July 7, 2020, the Board received various analysis reports from Respondent. 

	31. 
	31. 
	On or about August 4, 2020, the Board received various compounding logs from Respondent. 

	32. 
	32. 
	A Board Inspector reviewed the information provided by Respondent and initiated an investigation which revealed the following. 

	33. 
	33. 
	From on or about September 10, 2018 through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations for which Respondent used ungraded ingredientsfor non-sterile to sterile compounding: 
	1 


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 


	Ingredients which have not met any specific standards in the United StatesPharmmacopia (USP) to ensure their quality, potency, and purity. 9 
	1 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	PageRoot
	Sect
	Sect
	Table
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	Ipamorelin / CJC 1295 
	Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin CJC 1295 
	Ipamorelin CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	34. 
	34. 
	34. 
	From on or about September 10, 2019, through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations, using ungraded ingredients, which caused them to be adulterated: 
	2


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	0326202@9 
	27 
	62 


	Under California Health and Safety Code section 111250, any drug or device isadulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance. 11 
	2 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	35. 
	35. 
	From on or about August 23, 2019, through April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via an USP chapter 71 compliant testfor the following: 
	3 


	USP Chapter 71 outlines the requirements for conducting a test applied to substances,preparations, or articles which, according to the Pharmacopeia, are required to be sterile. 12 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 

	3 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	HCG (Human Chorionic 
	11/11/19 
	LG8576 
	11112019@2 
	16 
	20 Gonadotropin) 11000IU HCG 11000IU 
	11/11/19 
	LG8578 
	11112019@3 
	100 
	225 HCG 11000IU 
	12/18/19 
	LG8782 
	12182019@4 
	76 
	109 HCG 11000IU 
	9/19/19 
	LG8231 
	09162019@4 
	16 
	25 HCG 11000IU 
	11/4/19 
	LG8535 
	11042019@4 
	3 
	4 HCG 11000IU 
	12/3/19 
	LG8677 
	12032019@1 
	56 
	75 Ipamorelin / CJC 1295 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 15mg/6mg Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 15mg/6mg Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 15mg/6mg Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL 

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 200mg/ml Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 200mg/ml Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 200mg/ml Sermorelin Acetate 15mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 TB-500 Thymosin Beta-4 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 15mg TB-500 Thymosin Beta-4 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 15mg TB-500 Thymosin Beta-4 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 15mg Testosterone Cypionate 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 210mg/ml Testosterone Cypionate 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 210mg/ml Testosterone Enanthate 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 210mg/ml 

	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 

	Total 
	Total 
	1,017 
	1,562 
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	36. 
	36. 
	From on or about August 23, 2019, through April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component as follows: / / / 


	Drug 
	Drug 
	Date Made 
	Log ID 
	RX 
	Vials 
	Manufacture Missing For 
	Lot 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	2 
	2 
	Mannitol, BPC-157 BPC-157 15mg 
	90102019@4 
	10/22/19 
	LG8465 
	16 
	31 
	Mannitol, BPC-157 BPC-157 15mg 
	10222019@6 
	3/16/20 
	LG9222 
	15 
	24 
	Mannitol Cyanocobalamin B-12 
	03162020@2 
	11/5/19 
	LG8551 
	27 
	27 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11052019@3 
	11/19/19 
	LG8636 
	39 
	39 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11192019@1 
	11/19/19 
	LG8640 
	47 
	50 
	NACL, Benzyl Alcohol 1100mcg/mL HCG (Human Chorionic 
	11192019@4 
	11/11/19 
	16 
	20
	LG8576 
	11112019@2 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	11/11/19 
	100 
	225
	LG8578 
	11112019@3 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	12/18/19 
	76 
	109
	LG8782 
	12182019@4 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	9/19/19 
	16 
	25
	LG8231 
	09162019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	11/4/19 
	3 
	4
	LG8535 
	11042019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	12/3/19 
	56 
	75
	LG8677 
	12032019@1 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol Ipamorelin / CJC 1295 
	9/30/19 
	2 
	2
	LG8361 
	09302019@1 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin / CJC 1295 
	12/4/19 
	59 
	124
	LG8697 
	12042019@2 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol 

	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 
	Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Ipamorelin, Mannitol MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Sermorelin Acetate 15 mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 
	Sermorelin, mannitol, NaPhos 

	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 
	Sermorelin, mannitol, NaPhos 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 
	Sermorelin, mannitol, NaPhos 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Thymosin Beta, NaPhos, Mannitol 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 
	Testosterone, Benzyl benzoate, sesame oil 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Total 
	Total 
	1,017 
	1,562 
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	37. 
	37. 
	From on or about September 10, 2019, through April 3, 2020, Respondent compounded, with bulk drugs, substances which did not have a USP monograph, were not components of drugs approved by the Secretary (as identified in Title 21 of the United States Code section 353a (b)(l)(A)(i)), and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and Thymosin Beta (TB-500). Respondent dispensed of 
	4


	The FDA requires state-licensed pharmacies that compound under section 503A of theFederal Food, Drug, and Cosmetic Act, which Respondent does, to compound drug productsusing bulk drug substances that comply with an applicable USP monograph, if one exists. 
	4 
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	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 
	Manufacture missing for Mannitol 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/17/19 
	LG8736 
	12172019@1 
	20 
	44 
	Manufacture missing for Ipamorelin, CJC1295 



	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Manufacture missing fir Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Manufacture missing for Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Manufacture missing for Ipamorelin, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into 
	Number 
	Notes 

	TR
	California 
	of Vials 

	TB-500 
	TB-500 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Manufacture 

	Thymosin 
	Thymosin 
	missing for 

	Beta-4 
	Beta-4 
	Thymosin 

	15mg 
	15mg 
	Beta, 

	TR
	NaPhos, 

	TR
	Mannitol 

	Total 
	Total 
	1,017 
	1,562 
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	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l
	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l
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	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Failure to Confirm Sterility Prior to Dispensing) 
	40. 
	40. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1751.7, subdivision (e)(1), in that between August 23, 2019, and April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. The facts and circumstances are described with more particularity in paragraphs 30-32 and 35, above. 

	FOURTH CAUSE FOR DISCIPLINE 
	FOURTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Incomplete Compounding Logs) 
	41. 
	41. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1735.3, subdivision (a)(2)(F), in that between August 23, 2019, and April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. The facts and circumstances are described with more particularity in paragraphs 30-32 and 36, above. 

	FIFTH CAUSE FOR DISCIPLINE 
	FIFTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Use of Non-Compliant Bulk Drug Substance) 
	42. 
	42. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Title 21 of the United States Code, section 353a, subdivision (b)(1)(A)(i), in that between September 10, 2019 and April 3, 2020, Respondent compounded with bulk drugs substances which did not have a USP monograph, were not components of drugs approved by the Secretary, and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamoreli

	OTHER MATTERS 
	OTHER MATTERS 

	43. 
	43. 
	Pursuant to Code section 4307, if discipline is imposed on Original Non-Resident 

	Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy 23 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	44. 
	44. 
	Pursuant to Code section 4307, if discipline is imposed on Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 i

	PRAYER 
	PRAYER 

	WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged, and that following the hearing, the Board of Pharmacy issue a decision: 
	1. 
	1. 
	Revoking or suspending Original Non-Resident Pharmacy Permit Number NRP 1666, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	2. 
	2. 
	Revoking or suspending Non-Resident Sterile Compounding Permit Number NSC 100827, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	3. 
	3. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if Original Non-Resident Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 


	PageRoot
	P
	Link
	Link
	Link

	P
	Link
	Link
	Link

	P
	Link
	Link

	P
	Link
	Link

	P
	Link
	Link

	4. 
	4. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 is placed on probation or until Non-Resident Sterile Compounding Permit Number NSC 100827 is reinstated if Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 

	5. 
	5. 
	Ordering Absolute Pharmacy LLC dba Absolute Pharmacy LLC to pay the Board of Pharmacy the reasonable costs of the investigation and enforcement of this case, pursuant to Business and Professions Code section 125.3; and, 

	6. 
	6. 
	Taking such other and further action as deemed necessary and proper. 

	7/1/2021 
	Signature on File 
	DATED:  _________________ ANNE SODERGREN Executive Officer Board of PharmacyDepartment of Consumer AffairsState of California 
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	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 

	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
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	at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States Pharmacopeia (USP)
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	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 
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	Dr. Acosta responded: 
	Dr. Acosta responded: 


	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 
	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
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	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
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	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located
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	are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1,
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	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to
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	500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of non-pharmaceutical grade bulk substances. (Exhibit 26, p. A584.) With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 
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	500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of non-pharmaceutical grade bulk substances. (Exhibit 26, p. A584.) With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	Incomplete Compounding Logs 
	Incomplete Compounding Logs 
	Incomplete Compounding Logs 


	Use of Non-Compliant Bulk Drug Substances 
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	Respondent’s Evidence 
	Respondent’s Evidence 
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	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i


	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
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	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
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	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
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	Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that he was surprised that Dr. Acosta was unaware of these unknown chemicals “because 
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	, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript at p. 178.) Mr. Joseph testified that once they stopped compounding the peptide drugs, it only left a few SKUs 
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	Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not practical and would effectively prohibit all compounding of human drugs without an exemption from the new drug approval and other requirements in the FDCA.  The availability of compounded drug products is important for many patients, including among other reasons, when a patient is allergic to an ingredient in an FDA-appr
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	See (Food & Drug Adm., Bulk Drug Substances Used in Compounding, 
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	The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug Products in Accordance With Section 503A of the Federal Food, Drug, and Cosmetic Act, 81 Fed.Reg. 91071, 91072 n.1 (Dec. 16, 2016) (proposing release issued by the FDA to describe the criteria it would use to evaluate bulk 
	(21 U.S.C. § 353a(b)(1)(A)(i).) The statutory design sets out a hierarchy and if a drug monograph exists, it must be used. 



	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears on a list developed by the FDA.
	The rule establishing the list of bulk substances that can be used in compounding by state-licensed compounding pharmacies or physicians operating under the exemption in Section 503A is codified at 21 C.F.R. Section 216.23.  To date, the FDA has not approved any bulk substance for administration via injection (all approved substances have been approved for topical use or as a dye for eye surgery). The FDA, pursuant to interim guidance, while it is evaluating the bulk substances nominated with adequate infor
	See (21 U.S.C. § 353a.) 
	See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) 
	(21 U.S.C. § 353a(b)(1)(A)(i).) 


	See (21 U.S.C. § 353a(b)(1)(A)(ii)-(iii).) 
	www.fda.gov/media/19438/download
	24 
	of the Federal Food, Drug, and Cosmetic Act (fda.gov)
	). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound using ingredients listed as Category 1 which were substances that were nominated with adequate information for the FDA to evaluate but for which the FDA has not completed its review. See (supra n.23, Exh. 17 at page A425.) 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
	that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF 
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	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 


	(21 U.S.C. § 353a(b)(1)(B)-(D).) 
	28 

	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	29 
	The Board has defined “quality” as: 
	The Board has defined “quality” as: 
	The Board has defined “quality” as: 


	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 



	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj
	Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by inj

	46. 
	46. 


	, 
	32 
	33 
	34 
	20 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 


	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	BEFORE THE  BOARD  OF  PHARMACY  DEPARTMENT OF  CONSUMER AFFAIRS  STATE OF CALIFORNIA  In  the  Matter  of  the  Accusation  Against:   ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100%  SHAREHOLDER,  Respondent  Agency Case No. 7100 OAH No. 2021090843  
	DECISION AFTER REJECTION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and A
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022.  On May 2, 2022, the ALJ issued a Proposed Decision. 
	On May 16, 2022, the ALJ issued an order denying a request for correction regarding the appropriate standard of proof against a facility license. On August 4, 2022, pursuant to section 11517 of the Government Code, the California State Board of Pharmacy (“Board”) issued an Order Rejecting the May 2, 2022 Proposed Decision and 
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	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	notified the parties that the deadline for submitting written argument was set for September 2, 2022. Written argument was timely received from both parties. 
	The Board, having reviewed and considered the entire record, including the transcript, exhibits and written argument from both parties, now issues this decision after rejection. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 
	1 



	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 
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	11500 et seq. An administrative hearing followed. 
	11500 et seq. An administrative hearing followed. 
	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degreeat Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States 
	2 
	2 

	3 
	3 



	6. 
	6. 
	Respondent is licensed as a non-resident pharmacy with a sterile compounding license issued by the Board. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Dr. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Dr. Acosta drafted an Investigation Report of her 
	4 
	4 



	This is referred to as a Pharm.D degree and holders are entitled to the Dr. designation. The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is 
	2 
	3 
	https:/standards
	/www.usp.org/frequently-asked-questions/usp-and-its-

	4 
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	7. 
	7. 
	7. 
	Dr. Acosta explained at hearing that compounding is making “something out of two other things” to make a “third or final product.” (Transcript at p. 23.) Sterile compounding is taking two or more ingredients and making a product that is sterile. The end product is required to be sterile before injecting the drug into a patient. (Id.) 

	8. 
	8. 
	Dr. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the 

	U.S. 
	U.S. 
	Dr. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Dr. Acosta the Analysis Reports for the following bulk drug substances, among others: BPC 157; Ipamorelin; CJC-1295; and TB-500. 
	5
	5



	9. 
	9. 
	On August 4, 2020, Dr. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Dr. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by California law. 
	6 
	6 



	10. 
	10. 
	Dr. Acosta’s first thought after seeing the listed bulk drug substanceswas “what in the world are some of these things?” (Transcript at p. 24.) For instance, she stated there are no drugs or substances in the U.S. called “BPC-157. She began conducting online searches to determine what these substances were, specifically CJC1295, BPC-157, TB-500, and Ipamorelin, and found that these substances were used as active APIs and were not approved drugs in the U.S. (Exhibits 11-16, pp. A327-A410.) 
	7 
	7 

	-


	11. 
	11. 
	Dr. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” (Exhibit 26, at p. A578.) Dr. Acosta did not define or identify the inactive ingredients. She found that respondent added 10% extra of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug pro

	R.Ph. means registered pharmacist. USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. (Cal. Code Regs, tit. 16, § 1735.1, subd. (d).) 
	5 
	6 
	7 
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	there is no need to add extra.” (Id.) 
	there is no need to add extra.” (Id.) 
	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Dr. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. These laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. (Exhibit 21 at p. A466.) 
	[¶] … [¶] 
	[Dr. Acosta], as I replied previously, Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. ((Exhibit 21 at p. A469.) 
	Dr. Acosta responded: 
	Thank you for the information.  However, I want to be clear a rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. (Exhibit 22 at p. 484.) 
	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Dr. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. (Id. at p. A483.) 
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	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. (Id.) 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Dr. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. (Exhibits 11-16, pp. A327-A411. She conceded that her research was of a general nature, and that some of it was not scientific. However, some scientific research stated that stability was an issue with peptides and they can degrade quickly which means difficulty dosing a patient.  (Exhibit 11 at p. A329.) A lot of her research concerned whether these substances were peptides or proteins. She found basic informat
	-


	Using active ingredients, inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement).
	8 
	8 


	(Food & Drug Adm., Insanitary Conditions at Compounding Facilities, Guidance for Industry (Nov. 2020), (located at p. A459) (hereafter, Insanitary 
	8 
	 at https://www.fda.gov/media/124948/download) (Exhibit 20,
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	15. 
	15. 
	15. 
	As part of her research, Dr. Acosta consulted the “Orange Book: Approved Drugs Products with Therapeutic Equivalence Evaluations”and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. (Exhibit 19, pp. A447-A451.) 
	9 
	9 



	16. 
	16. 
	After conducting her research, Dr. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. (Exhibit 26, p. A581.) She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.”(Exhibit 15, p. A357.) She further noted that “it is a synthetic peptide because it does not o
	10 
	10 



	17. 
	17. 
	Dr. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” (Exhibit 26, p. A581.) TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. (Exhibit 16, p. A381; Exhibit 26, p. A581.) TB-500 is available for research purposes and is commonly used by veterinarians who conduct clinical trials on horses. (Exhibit 26, p. A581.) “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” (

	18. 
	18. 
	Dr. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” (Id.) 

	19. 
	19. 
	Dr. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 

	Conditions Guidance.) 
	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. (Food & Drug Adm., Electronic Orange Book (current as of Mar. 3, 2016) (locatedorange-book).) Another article found by Dr. Acosta also clearly states that this is an experimental peptide that is not currently approved for use as a human drug.  (Exhibit 15, p. A352.)  It also states that “[b]ecause BPC-157 has not been extensively studied in humans
	9 
	 at https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic
	-
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	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020, lists of bulk drug substances that can be used in compounding, in violation of section 503A of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that Section 503A does not allow a licensed pharmacy to compound these substances. 
	11 
	11 


	Dr. Acosta emphasized that “the federal law is within [the Board’s] authority to enforce.” (Transcript at p. 102.) She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” (Transcript at p. 134.) 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Dr. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including how the product was made, handled and imported into the country.  (Transcript at p. 28.)   “You don’t just test the product at the end and hope the quality is there, and testing at the end” doesn’t prove that quality was built into the process. (Id.) Dr. Acosta testified that for nonsterile to sterile compounded preparations, “you have to make sure you choose the appropriate material to

	21. 
	21. 
	Dr. Acosta explained that “quality” is defined in the Board’s regulations and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. (Transcript at p. 26-27.) Specifically, Dr. Acosta testified that in the U.S. we have dif

	A USP drug monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance standards. 
	11 
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	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	Dr. Acosta conceded that the term “ungraded” is not in the definition of “quality” set forth in the Board’s regulations. Dr. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respond
	-

	22. 
	22. 
	Dr. Acosta also explained that under the legal definition of an “adulterated” drug is one that contains in, “whole or in part, any filth, putrid or decomposed substance.” (Id.) Dr. Acosta explained that this essentially means “that it’s dirty, it’s inappropriate for use, and in this case would be extremely inappropriate for injection into a human patient.” (Id.) Dr. Acosta added the filth and putrid substances in these “drugs” resulted from using unknown, unapproved chemicals of unknown quality for injectio

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 461 vials described in paragraph 21 above, Dr. Acosta also found that from approximately September 10, 2019, to April 3, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of non-pharmaceutical graded ingredients. (Exhibit 26, p. A584.) 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Dr. Acosta testified that passing a sterility test does not mean that a vial is sterile. (Transcript at p. 29.) “The only way to know something is sterile is to test each and every vial.” (Id.) Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. Dr. Acosta explained that a lot of things go into making a sterile product, including the room, the technique, the filters and “it’s a long process.“ (Id. at p. 30.)
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	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	From approximately August 23, 2019, to April 3, 2020, Dr. Acosta found that 
	respondent compounded and furnished approximately 1,017 prescriptions and 1,562 
	vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test 
	for, among others: BPC-157; Ipamorelin; CJC*1295; and TB-500. (Id.) 
	Incomplete Compounding Logs 
	25. 
	25. 
	Dr. Acosta found incomplete compounding logs that did not include the name of the manufacturer. (Exhibit 26, pp. A586-A588.)  From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. (Id.) 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Dr. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP drug monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503A of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into Califor

	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	12 
	12 


	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014 and was the pharmacist-in-charge of the respondent during the time period when the drugs at issue in this case were compounded by respondent for distribution to California residents. From 1973 to 2016, Mr. Joseph held various pharmacist positions, fro

	Fellow of the International Academy of Compounding Pharmacists. 
	12 
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	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	in sterile and non-sterile compounding pharmacy. He has been a pharmacist for 48 years and has pharmacist licenses in 18 states. He is not a licensed pharmacist in California and not an expert in California law. 
	28. 
	28. 
	Mr. Joseph explained that CJC-1295 was substance that “physicians have found to be beneficial for the wellness of patients – the creation of muscle mass and general wellness.”  (Transcript at p. 196.)  He also testified that BPC-157 and Ipamorelin were peptides used also used in the wellness industry.  (Transcript at p. 196-197).   Mr. Joseph added that he believed that TB-500 is a drug for sexual wellness. (Id.) Mr. Joseph identified that the medical professionals prescribing these three drugs specialize i

	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. (Transcript at p. 154.) Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. (Id. at pp. 154-155.) Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standard
	13 
	13 



	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	13 
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	30. 
	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” (Transcript at p. 162-163.) Mr. Joseph also explained the process of mi

	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro

	33. 
	33. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. (Id. at p. 174.) Moreover, there were no statements like “not for pharmaceutical use” in the 
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	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleged “ungraded” ingredients. 
	Confirmation of Sterility Prior to Dispensing 
	34. 
	34. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f

	Incomplete Compounding Logs 
	35. 
	35. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	36. 
	36. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, that were not components of drugs approved by the FDA Secretary and did not appear on 
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	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	a list developed by the FDA Secretary, in violation of section 503A of the FDCA.Mr. Joseph also testified that there is no FDA regulation prohibiting the compounding of CJC-1295, BPC- 157, TB-500, and Ipamorelin. Mr. Joseph answered affirmatively that he was aware of the requirements that to compound a bulk substance must have a USP [drug formula], be a be a component of a commercially available drug or on the list of substances developed by the FDA. (Transcript at p. 177.)  Mr. Joseph also testified that h
	14 
	14 


	p.
	p.
	 178.)  Respondent learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503A of the FDCA when compounding with, among other unapproved substances, CJC- 295, BPC-157, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor.  (Transcript
	15
	15



	Analysis 
	The Weighing of Expert Witnesses 
	37. 
	37. 
	The testimony provided consisted of opposing pharmacists as to the 

	Section 503A of the FDCA is codified at 21 U.S.C. § 353a. In this decision, the Board will refer to the sections of the FDCA in the body of the text and include where that section is codified in the United States Code in footnotes. (Food & Drug Adm., Warning Letter to Tailor Made Compounding, LLC. (Apr. 1, 2020) (hereafter, Tailor Made Warning Letter). (Exhibit 24, pp. A506-A511) (also publicly available at (the FDA issued a warning letter to a compounding pharmacy compounding with “ineligible drug substanc
	14 
	15 
	) 
	www.fda.gov/inspections
	-

	compliance-enforcement-and-criminal-investigations/warning-letters/tailor-made-compounding-llc
	-

	594743-04012020.
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	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	appropriate sterile compounding standards. The Board has weighed the testimony of Dr. Acosta more heavily than the testimony of Mr. Joseph for the following reasons.  First, Dr. Acosta is a Pharm. D with a higher level of education than Mr. Joseph. Also, Mr. Joseph, as the Pharmacist-in-Charge and consultant for respondent in this matter had both a bias and financial incentive to testify as he did and also to protect his reputation. Also, Mr. Joseph is not a licensed pharmacist in California and hence not a
	The Role of the FDA in Approval of Drug Products 
	38. 
	38. 
	Under the laws of the United States, the federal Food and Drug Administration (FDA) has the sole authority to approve drugs for use in the United States. It is violation of federal law for anyone to introduce or deliver for introduction into interstate commerce any new drug unless the FDA has approved an application filed.Generally each time a drug is compounded, it would be a new drug requiring compliance with FDCA requirements, including required approval of an application approved by the FDA which is not
	16 
	16 

	17 
	17 



	See (Section 505 of the FDCA (21 U.S.C. § 355).) A similar prohibition exists under California law. See (Health & Saf. Code § 111550(a).) Generally, when the FDA evaluates a new drug for approval it considers clinical trials to evaluate both efficacy of a drug for a particular condition and the safety of the drug.  The FDA’s actions in this area must comply with notice and comment requirements giving all interested parties a chance to comment on proposed actions and the FDA’s actions approving new drugs are
	16 
	https://www.fda.gov/drugs/fda-drug-info-rounds-video/electronic-orange-book).) 
	17 
	Bulk Drug Substances Used in 
	Bulk Drug Substances Used in 
	Compounding | FDA 

	fda.gov/drugs/human-drug-compounding/bulk-drug-substances 
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	39. 
	39. 
	39. 
	To ensure that compounding by state-licensed pharmacies is not effectively prohibited by the new drug approval process and other restrictions in the FDCA, Congress passed an exemption, Section 503Aof the FDCA, that provides, in relevant part, an exemption for products compounded by a state-licensed pharmacist in a state-licensed pharmacy from FDCA requirements related to the new drug approval process (section 505), the labeling of drugs with adequate directions for use (section 502(f)(1)) and concerning com
	18 
	18 

	19 
	19 



	40. 
	40. 
	Section 503A(b)(1)(A)(i)of the FDCA provides, that a drug product may be compounded if the licensed pharmacist compounds the drug using bulk substances that: 1) comply with the standards of (1) a United States Pharmacopoeia (USP) or National Formulary (NF) monograph;2) if such a monograph does not exist, are drug substances that are components of drugs approved by the FDA; or 3) if such a monograph does not exist and the drug substance is not a component of a drug approved by the FDA, the substance appears 
	20 
	20 

	21 
	21 

	22 
	22 



	See (21 U.S.C. § 353a.) See (21 U.S.C. §§ 355 (requiring new product approval), 352(f) (regarding directions for use) & 351(a)(2)(B) (compliance with current good manufacturing practices.)) (21 U.S.C. § 353a(b)(1)(A)(i).) The FDA also has determined that an applicable USP or NF monograph for purposes of Section 503A means “an official USP or NF drug substance monograph and does not include dietary supplement monographs.” See (Food & Drug. Adm, List of Bulk Drug Substances That Can Be Used to Compound Drug P
	18 
	19 
	20 
	21 
	22 
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	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	to take enforcement action if a bulk drug substance is listed in Category 1 of the FDA’s website provided that, among other conditions, the drug product is compounded in compliance with all other conditions of Section 503A and the FDCA.If a bulk substance does not meet one of these requirements, then a drug compounded using such an ingredient is considered a new drug that is not exempt from the new drug approval process or other requirements of the FDCA.In this decision, the Board will refer to substances t
	23 
	23 

	24 
	24 


	To determine if a bulk drug substances is an eligible drug ingredient, a pharmacist seeking to use the substance needs to merely review whether USP or NF has a drug monograph for the substance, or if no drug monograph exists, whether the substance is an ingredient in an FDA approved drug by consulting the Orange Book, or if it appears on the list at 21 C.F.R. Section 216.23 or on the list maintained by the FDA for 503A Category 1 list.If the substance does not qualify under one of these avenues, it is an in
	25 
	25 


	41. 
	41. 
	In addition to satisfying the requirements of Section 503A(b)(1)(A)(i) of being an eligible drug ingredient, the substances must also comply with the provisions of Section 503A(b)(1)(A)(ii)-(iii)that requires that the ingredient be: 1) manufactured by an entity registered under section 360 of the FDCA; and 2) accompanied by a certificate of analysis for each bulk substance. Finally, the compounder must comply with the 
	26 
	26 



	See (Food & Drug Adm., Interim Policy on Compounding Using Bulk Drug Substances under Section 503A of the Federal Food, Drug and Cosmetic Act, Guidance for Industry (Jan. 2017).) (hereafter, FDA’s Bulk Drug Substances Interim Policy) (Exhibit 17, pp A411-A451, A423 & A425); (located on FDA website at 
	23 

	). 
	). 
	www.fda.gov/media/19438/download


	See (Food & Drug Adm., Tailor Made Warning Letter, supra n.15.)  In this warning letter, the FDA referred to drug products that do not meet the requirements of Section 503A(b)(1)(A)(i) as “ineligible drug products.” (Exhibit 24, pp. A508.) See (Food & Drug Adm., Bulk Drug Substances Nominated for Use in Compounding Under Section 503A of the Federal Food, Drug, and Cosmetic Act, ; (located at ). The FDA’s Bulk Drug Substances Interim Policy has given more flexibility for compounding pharmacies to compound us
	24 
	25 
	Bulk Drug Substances Used in Compounding Under Section 
	Bulk Drug Substances Used in Compounding Under Section 
	 Nominated for Use in Compounding Under Section 503A 
	503A of the FD&C Act; | FDABulk Drug Substances

	of the Federal Food, Drug, and Cosmetic Act (fda.gov)

	www.fda.gov/media/94155/download
	www.fda.gov/media/94155/download

	26 
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	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	provisions of Section 503A(b)(1)(B)-(D)that requires that the compounder must: 1) use ingredients that comply with the standards of an applicable USP or NF monograph and if such a monograph does not exist, the USP chapter on pharmacy compounding; and 2) not compound a drug product that appears on the list published by the FDA of drug products that have been withdrawn or removed from the market because of efficacy or safety issues.However, compliance with some or all of the provisions summarized in this para
	27 
	27 

	28 
	28 


	Importance of the Grade of API Bulk Substances in Compounded Human Drugs 
	42. 
	42. 
	Drugs may be administered topically, orally or via injection into the human body.  Drugs that are ingested orally present less dangers to patients from residual contaminants contained in a substance ingested orally. Drugs that are ingested orally go through the body’s digestive tract and the human body has the ability to filter out and excrete residual impurities in such drugs or substances consumed orally. In contrast, drugs injected into a patient’s bloodstream or body bypasses the human body’s main defen

	In the 2019 Bulk Substances Adopting Release, the FDA explained its reasoning for requiring a USP or NF drug formulation for bulk substances rather than a supplemental formulation.  The FDA stated that: 
	Accordingly, it is reasonable to interpret the phrase “applicable United States Pharmacopoeia monograph in this statutory provision as a reference to USP drug monographs, not USP dietary supplement monographs.  Moreover, adopting the alternative interpretation urged by the comment – i.e., that “applicable” USP monographs” include USP dietary supplement USP monographs – would not be in the best interest of the public health.  USP monographs for dietary supplements can differ in significant ways 
	(21 U.S.C. § 353a(b)(1)(B)-(D).) See (Withdrawn or Removed List of Drugs, 21 C.F.R. § 216.24 (list of drugs that have been withdrawn or removed from the market for reasons of safety or effectiveness). 
	27 
	28 
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	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	from USP monographs for drugs because of the differences between dietary supplements and drug products. For example, dietary supplements are intended for ingestion only, and the standards contained in the USP dietary supplement monographs are likewise intended for dietary supplements that will be ingested; the standards are not appropriate for use in compounding drug products that may have different routes of administration (e.g., intravenous, intramuscular, topical). In addition, the USP limits for element
	29 
	29 


	Quality of Compounded Sterile Human Drugs 
	43. 
	43. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including 
	filth, putrid, or decomposed substances, the absence of 
	active ingredients other than those listed on the label, and 
	the absence of inactive ingredients other than those listed 
	on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	44. 
	44. 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin were non-pharmaceutical grade substances that were used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board interprets it, consistent with Dr. Acosta’s testimony, to mean that the drug product has no intended 

	See (2019 Bulk Substances Adopting Release, supra n.21, 84 Fed.Reg. at p. 4705.) 
	29 
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	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
	use and has not met specific USP drug monograph standards. It also means that the grade has not been established to be pharmaceutical grade for sterile compounding.Because of the risks inherent in compounding substances that are non-pharmaceutical grade for administration by injection, compounding pharmacists generally use pharmaceutical grade for the compounding of sterile drug products to be administered by injection. 
	30 
	30 


	45. 
	45. 
	The FDA also has stated that compounding using eligible drug ingredients that comply with the requirements of Section 503A must meet other requirements of the FDCA, including ensuring that adulterated drugs are not introduced into interstate commerce, including preparing, packaging or holding drugs under insanitary conditions.The FDA stated that drugs held under insanitary conditions are deemed to be adulterated regardless of whether they qualify for the exemption in Section 503A of the FDCA.The FDA identif
	31 
	31 

	32 
	32 

	33 
	33 



	46. 
	46. 
	Dr. Acosta persuasively opined that respondent’s use of ungraded (i.e. non-pharmaceutical grade) active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP drug monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Dr. Acosta’s review of respondent’s master formulas and compounding logs

	47. 
	47. 
	The respondents and the ALJ in the rejected proposed decision seemed to be confused that the FDA’s Insanitary Conditions Guidancewas not binding or that 
	34 
	34 



	The FDA has also cited facilities for the use of substances that lack a description of grade. See (Food & Drug Adm., Inspection Observation Letter to DA La Vita Compounding Pharmacy (May 11, 2020) (located at , 
	30 
	https://www.fda.gov/media/137497/download
	https://www.fda.gov/media/137497/download

	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	La Vita Compounding Pharmacy, LLC, San Diego, CA. 483 
	issued 03/11/2020 (fda.gov)). 


	See (Food & Drug Adm., Insanitary Conditions Guidance, supra n.8.) (Id. at p. 1.) (Id. at page 5, § III.A.1, last bullet point.) The FDA issues its guidance documents pursuant to a regulation governing good guidance practices. 
	31 
	32 
	33 
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	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	an affirmative statement was necessary on the label that stated explicitly “not for pharmaceutical use” before the drug substances could be deemed adulterated and lacking in quality.  Rather, because there is no USP or NF drug monograph for CJC1295, BPC-157, TB-500 or Ipamorelin there was no way for the pharmacy or the pharmacist to identify whether the non-pharmaceutical grade substances had or may have had higher levels of impurities compared to a drug monograph as no drug monograph existed for any of the
	-
	-

	48. 
	48. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for processing error did establish that respondent’s drug products contained harmful levels of other unknown contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Dr. Acosta testified that the evidence of contaminants is in the COA, and that the fact that respondent used an unknown chemical demonstr

	(Good Guidance Practices, 21 C.F.R. § 10.115.) This regulation specifies that you may use an alternative approach other than one set forth in a guidance document provided that, it complies with all relevant statutes and regulations.  The regulation also states that the “FDA is willing to discuss an alternative approach with you to ensure that it complies with the relevant statutes and regulations. (21 C.F.R. § 10.115(d)(2).) It is unfortunate that the respondents did not choose to exercise the option to con
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	49. 
	49. 
	49. 
	Dr. Acosta testified credibly and persuasively on this position.  Dr. Acosta raised serious concerns that respondent used bulk drug substances that were not pharmaceutical grade, the substances used were not approved by the FDA as component in an approved drug, do not have a USP drug monograph and are not listed on the FDA’s list of bulk substances approved for use in sterile compounding. for use in compounded human drugs in the U.S. Accordingly, the complainant established by a preponderance of the evidenc

	ADULTERATED PREPARATIONS 
	50. 
	50. 
	The evidence established that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug preparations that were adulterated by using non-pharmaceutical grade ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were not pharmaceutical grade and lacked a USP drug monograph to compare the grade used with a

	51. 
	51. 
	Mr. Joseph testified that an ingredient with a USP dr u g monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. USP drug monographs sets forth quality expectations and testing standards for substances for which a drug monograph has been established. There was no USP drug monograph for any of these substances undoubtedly because th
	-


	52. 
	52. 
	Mr. Joseph’s testimony that a USP drug monograph does not ensure that an ingredient is free of impurities or has requisite quality is equally unpersuasive.  The quality of an end product can never be guaranteed due to human and/or equipment 
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	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	failures, however, that does not mean that pharmacists and compounding pharmacies do not have to abide by quality standards that are established in a USP or NF drug monograph or via statute or regulation. USP standards are put out for notice and comment and gives the entire scientific (medical and research) community and other interested stakeholders a chance to weigh in the components of different USP chapters thereby ensuring that the full range of medical and scientific opinion on a standard or monograph
	53. 
	53. 
	For these reasons, the evidence established that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	54. 
	54. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used, in his opinion, a more superior bioluminescence test that is “an extremely accurate test to a much higher d

	INCOMPLETE COMPOUNDING LOGS 
	55. 
	55. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to 
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	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	select. Respondent has since modified their standard operating procedures to include the manufacturer on the compounding logs. It would be incumbent on the pharmacist or pharmacy to ensure any software it chooses to use complies with relevant legal requirements of the jurisdictions in which they are licensed and the name of the manufacturer is important to know in the event of a recall and to verify its registration status. 
	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	56. 
	56. 
	The most egregious violation in this case is the fact that the respondents compounded sterile drug products for injection into the human body using ineligible drug ingredients as defined in Paragraph 40 of this decision. The evidence established that the respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the FDA; and (3) did not appear on a list developed by the FDA. Thus, it
	35 
	35 



	57. 
	57. 
	Mr. Joseph testified that he was generally aware of the requirement that ingredients to be eligible for compounding must have a USP monograph or be in an ingredient in a commercially available drug or appear on a list of eligible substances developed by the FDA.  (Transcript at p. 177). Earlier in his testimony, Mr. Joseph testified that he was surprised Dr. Acosta had not heard of these substances as these substances had been sought by physicians for several years. (Transcript at p. 152). Mr. Joseph never 

	See (Health & Saf. Code § 111550(a).) 
	35 
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	58. 
	58. 
	58. 
	Mr. Joseph tried to justify compounding using these ineligible drug ingredients because respondent complied with other provisions of Section 503A(b)(1). First, he testified that these substances did not appear in what he called a “do not compound list” that he labelled as “a set in stone list where you don’t compound with those things on that list.”(Transcript at p. 177). He also testified at length that the suppliers were registeredand each bulk substance was accompanied by certificates of analysis.Mr. Jos
	36 
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	38 
	38 



	59. 
	59. 
	Mr. Joseph testimony also appeared to center on the fact that the FDA needs to disapprove of a drug or ingredient, or it is permissible to use for compounding sterile drug products.  (Transcript at pp 177.) For example, he testified that none of these ingredients were on the withdrawn or removed from the market list. In Paragraph 58, the Board explained why the absence of these substances from this list does not mean they were eligible drug ingredients.Respondent’s argument appears to be that the FDA must e
	39 
	39 



	This requirement is detailed in Section 503A(b)(1)(C) (21 U.S.C. § 353a(b)(1)(C)).  This withdrawn or removed list is codified at 21 C.F.R. § 216.24. This list is important to consult because it could contain substances or drugs that were previously approved by the FDA or reflect greater knowledge of efficacy and long-term safety issues based on longer availability in the market. The fact that these substances were not on this list does not mean that they were eligible drug ingredients. This requirement is 
	36 
	37 
	38 
	39 

	25 DECISION AFTER REJECTION 
	Case No. 7100 (Absolute Pharmacy) 

	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	drug by regulation or enforcement action.  The Board disagrees.  As detailed in Paragraph 38 and 40 of this decision, the FDA must to approve a new drug, or in the case of compounding with bulk substances, the substance must either: 
	affirmatively act 

	1)
	1)
	have a USP or NF drug monograph; 2) be an ingredient in an FDA-approved drug; 3) or be listed in the list of approved bulk substances in FDA rule or listed as a Category 1 bulk substance that is under consideration by the FDA as detailed in paragraph 40 of this decision. By parity of reasoning, a pharmacist could compound a drug using any harmful substance so long as the FDA has not specifically disapproved of it. Such an argument ignores the fact that Congress has established requirements for FDA approval,
	40 
	40 



	Mr. Joseph also testified that there is nothing in federal law the provides a list as far as what bulk drug substances can be used for compounding and said that the list is under development.  (Transcript at p. 210.) Mr. Joseph is correct in that there is no one list to review to determine if a substance is an eligible drug ingredient. However, to ascertain whether a substance is eligible to use in compounding, a practitioner need only look to the USP or NF for a drug monograph for the substance, and if no 
	60. 
	60. 
	Mr. Joseph also testified that when respondent heard that some competitors were “hearing from the FDA that they should not be compounding with these medications, we voluntarily stopped compounding these medications.” (Transcript at p. 178) He further testified that the area was in flux but also testified that “No, we never felt we were doing anything wrong.” (Id.) Although the development of the bulk drug substance list is in the development stage, the requirements to qualify 

	If the FDCA required specific FDA disapproval of a drug or substance, the FDA would have to waste valuable time developing a list of every possible harmful substance rather than concentrating its energies, and those of the medical and scientific community, on evaluating the efficacy and safety of substances that have been nominated with sufficient scientific information for evaluation. To avoid regulatory gaps and administrative waste of resources, Congress wisely established an approval, rather than a disa
	40 
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	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	for the exemption in Section 503A are established in statute and not in flux and provides that if the substance does not meet one of the criteria in Section 503A(b)(A)(i), they are not eligible for compounding.  The FDA should never have had to issue a warning letter or institute criminal proceedings against one of respondent’s competitors for compounding ineligible drug ingredients (including three of the specific ingredients compounded by the respondent) and thereby unlawfully distributing unapproved new 
	41 
	41 


	61. 
	61. 
	Mr. Joseph also appeared to try to justify the compounding of these ineligible drug ingredients because respondent received prescriptions from physicians for the general wellness of their patients. (Transcript at pp. 153, 194, 196-198.)  Mr. Joseph stated that physicians “had to have done research on these medications . . ..” (Transcript at p. 153.) Mr. Joseph also testified that a pharmacy cannot use any ingredients for high-risk compounding.  He stated that “[w]e have to have some indication that the ingr

	In addition to the warning letter sent to Tailor Made Compounding LLC by the FDA, the U.S. Attorney’s Office for the Eastern District of Kentucky announced in a press release on October 29, 2020, that Tailor Made Compounding LLC pled guilty to one count of distributing unapproved new drugs throughout the United States from October 28, 2018, through April 1, 2020. In connection with the plea agreement, Tailor Made agreed to forfeit approximately $1,750,000 representing its 2019 sales for those products. See 
	41 

	(announcing that compounding pharmacy plead guilty to one count of distributing unapproved new drugs throughout the U.S., including CJC-1295, BPC 157 and Ipamorelin, and the owner pled guilty to one count of unlawfully engaging in wholesale distributing of a prescription drug without licensing as a wholesale distributor in Kentucky.)  Obviously, the federal government found nothing in flux about the state of federal law in this area that prevented the filing of criminal charges against a compounding pharmac
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/press
	-

	releases/nicholasville-compounding-pharmacy-and-its-owner-plead-guilty-unlawful-distribution
	-

	prescription 
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	used in compounded drug products.  In response to this comment, the FDA stated that: 
	used in compounded drug products.  In response to this comment, the FDA stated that: 
	The [FDCA] established the framework for regulating the drugs that physicians may prescribe. Within this framework, once a drug becomes legally available, with certain limited exceptions, FDA does not interfere with physician’s decisions to use it when they determine that in their judgment it is medically appropriate for their patients.  This Agency believes that this rule is consistent with this framework and does not overregulate.
	42 
	42 


	Thus, physicians and pharmacists do not have the ability to substitute their personal opinion as to the safety, effectiveness or legal availability of substances to be used as drugs or lawful ingredients in compounded sterile drugs sold or distributed in the United States.That safety and efficacy analysis and evaluation of drugs or the appropriate components of drugs resides solely with the FDA.The FDA, when reviewing or evaluating potential new drugs or lawful ingredients to be used in compounded drugs, is
	43 
	43 

	44 
	44 


	See (2019 Bulk Substances Adopting Release, supra, n.20, 84 Fed.Reg. at p. 4707.) As California licensed pharmacists are aware, reliance solely on a prescription written by a physician does not relieve a pharmacist of their professional obligations in other areas, including evaluating prescriptions written for controlled substances where pharmacists have a corresponding responsibility to ensure such prescriptions are issued for a legitimate medical purpose. (Health & Saf. Code § 11153(a).) One of the FDA’s 
	42 
	43 
	44 
	https://www.fda.gov/about-fda/what-we-do#mission
	https://www.fda.gov/about-fda/what-we-do#mission
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	62. 
	62. 
	62. 
	Respondent’s final argument was that the Board has no power to enforce the FCDA as the enforcement of the FCDA resides solely with the FDA.The Board disagrees. Although the FDA has significant enforcement tools, including the rights to seek injunctions, recalls and have the federal government institute criminal proceedings in appropriate cases, the FDA does not have the ability to either issue, discipline or revoke pharmacist’s licenses to practice pharmacy or pharmacy licenses or sterile compounding permit
	45 
	45 

	46 
	46 

	-
	47 
	47 



	(21 U.S.C. § 337(a).) This section requires that for the enforcement or to restrain violations shall be by and in the name of the United States, except for certain state actions. The Board is not aware of any federal decision invoking this section to deny a State licensing board the ability to discipline a license or permit issued to a pharmacist or a pharmacy. See, e.g., (Perez v. Nidek Co., LTD (9Cir. 2012) 711 F.3d 1109) (involving private party claims in medical devices area and fraud on the FDA in a fa
	45 
	th 
	th 
	th 
	th 
	th 
	46 
	47 
	Compounding Information for States | 
	Compounding Information for States | 
	FDA

	located at https://www.fda.gov/drugs/human-drug-compounding/compounding-information-states).) 
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	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	However, compounding facilities that are not registered with FDA as outsourcing facilities are primarily overseen by the states and, as explained above, generally are not routinely inspected by the FDA. FDA strongly encourages state regulatory agencies to assess during inspections whether compounding facilities that they oversee engage in poor practices, including those described below. Where insanitary conditions are identified, FDA encourages states to take appropriate action, consistent with state laws a
	48 
	48 


	The Board is exercising its ability to enforce the licensing laws of the State of 
	California. In California, pharmacies and pharmacists operate in a regulatory 
	landscape that includes compliance with both applicable federaland state laws. The 
	49 
	49 


	requirement that drugs or components of drugs must be approved by the FDA is a 
	fundamental requirement under the federal drug regulatory structure and therefore 
	reasonable that the Board, if authorized under state law, could discipline licensees and 
	permit holders for violations of these basic requirements under both federal and state 
	law.The California Legislature had determined that disciplinary actions may be 
	50 
	50 


	undertaken under Subsection (o) of Section 4301 of the Business and Professions 
	Code for “violating or attempting to violate . . . applicable federal and state laws and 
	regulations governing pharmacy, including regulations established by the board or by 
	any other state or federal regulatory agency.” In this case, the violation of applicable 
	federal law is clear and does not require the Board to exercise discretionary authority 
	left solely to the FDA. Violation of the FDCA for the compounding of these 
	substances could be determined objectively by anyone after consulting three sources. 
	First, there is no USP or NF drug monograph for any of these substances.  Second, 
	these ingredients are not listed as an ingredient in any FDA-approved drug in the 
	Orange Book.  Lastly, none of these substances were listed in the rule for approved 
	bulk substances products listed in 21 C.F.R. section 216.23, or on Category 1 
	substances on the FDA website.  Therefore, the compounds were not eligible drug 
	ingredients for compounding as required under Section 503A(b)(1)(A)(i) regardless of 
	respondent’s compliance with any other provision of Section 503A. Accordingly, 
	respondent by distributing sterile compounding drugs using these ineligible drug 
	ingredients to consumers in California distributed unapproved new drugs in violation 
	(Insanitary Conditions Guidance, supra n.8 at p. 3.) For example, pharmacies and pharmacists must comply with rules of the Drug Enforcement Agency in the handling of controlled substances and other requirements established in the FDCA and the Board has disciplined licensees for violations of those laws as well as specific California laws. See ¶38 of this decision, supra n.15. 
	48 
	49 
	50 

	30 DECISION AFTER REJECTION Case No. 7100 (Absolute Pharmacy) 

	of both federal and state law. 
	of both federal and state law. 
	Respondent also cited and misinterpreted selected quotations from minutes of 
	a Board meeting to show that the Board admitted that it lacked jurisdiction to enforce 
	the bulk substances rule. At hearing, respondent’s counsel cited to a statement in the 
	minutes from the April 29-30, 2021 Board meeting where Board counsel added that 
	“the bulk drug substance and analysis resides with the FDA and not the Board.” 
	(Transcript at p. 93.)Respondent’s counsel interpreted that statement to mean that 
	51 
	51 


	the Board conceded it lacked jurisdiction to discipline licensees for violations of the 
	bulk drug substances rules.  This totally misconstrues the counsel’s statement and 
	what it meant.  As stated numerous times in this decision, the FDA alone has the sole 
	authority to evaluate and take action to add a substance to the bulk list and approve it 
	for specific uses and mode of administration and that is what that counsel’s statement 
	means. The selective citation to one statement and misinterpretation of the meaning 
	is particularly concerning to the Board as it ignored the Board’s and Enforcement and 
	Compounding Committee’s numerous discussions of the issues associated with 
	another bulk substance, methylcobalamin, a synthetic B-12 substance, that is currently 
	listed on Category 1 of the 503A bulks list.  The Enforcement and Compounding 
	Committee and the Board have had extensive discussions regarding the staff’s 
	educational efforts surrounding use of inappropriate grade bulk substances.Also, 
	52 
	52 


	the Enforcement and Compounding Chair Report for the January 27-29, 2021 Board 
	meeting described earlier committee meetings and the discussion regarding 
	education of licensees of using the appropriate grade of bulk substance for the 
	intended mode of drug administration, and states that “[t]he committee took no 
	action on the item but noted that staff should focus on educating licensees when the 
	practice is identified and and keep the 
	exercise appropriate enforcement discretion 

	committee apprised of changes.” (emphasis added). In short, the Board has never 
	53 
	53 


	(Ca. Bd of Pharmacy, Minutes of Board Meeting (Apr. 29-30, 2021) at p. 33. (, See (Ca. Bd. of Pharmacy, Enforcement and Compounding Committee Chair Report for the Apr, 29-30, 2021 Board Meeting at pp.4-8 (describing the educational activities of the staff and other FDA guidance related to methylcobalamin.and use of inapprorpriate grade API to compound sterile products). , located at ).) This Chair report also detailed the consultation with the FDA that confirmed compounding with inappropriate grade API coul
	51
	Board Minutes (ca.gov)
	Board Minutes (ca.gov)

	located at https://www.pharmacy.ca.gov/meetings/minutes/2021/21_apr_bd_min.pdf).) 
	52 
	Attachment 
	Attachment 
	inserts for meeting materials (ca.gov)

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf
	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_apr_bd_mat_xi_1.pdf
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	Chair Report (ca.gov) 

	https://www.pharmacy.ca.gov/meetings/agendas/2021/21_jan_bd_mat_x.pdf
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	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	conceded or stated that it lacks the authority to discipline a licensee for violations of federal or state statutes as authorized under Business and Professions Code section 4301, subsection (o). Rather, the Board materials demonstrate that the Board and the Enforcement and Compounding Committee believe the Board does possess the enforcement authority or it would have been unnecessary to instruct the staff to exercise “appropriate enforcement discretion.” 
	63. 
	63. 
	The Board is also concerned that the ineligible drug ingredients used to compound sterile drug products appeared to be used for general wellness as opposed to treatment of discernible medical conditions.  As discussed in this decision, there are substantial differences between supplemental formulations intended for oral administration and sterile compounded drug preparations. In fact, supplements generally are not regulated as drugs but as foods.Mr. Joseph testified that the information respondent received 
	54 
	54 

	55 
	55 

	56 
	56 



	The Board is also concerned that a licensed compounding pharmacy in 
	California compounded sterile drug products using ineligible drug ingredients for 
	general wellness when there may have been other FDA-approved drugs available and 
	without any safety or effectiveness review by the FDA. When a consumer receives a 
	See, e.g., (21 U.S.C. §§ 321(ff) (defining a dietary supplement), & 350 (defining vitamins and minerals).) (2019 Bulk Substances Adopting Release, 84 Fed.Reg. at p. 4699.) The FDA noted that in many cases there is minimal data regarding the safety or effectiveness of compounded drugs and the absence of information does not mean there is no risk.  Therefore, the availability of FDA-approved drugs that have been proven to be safe under the conditions of use approved in the label could weigh in favor of exclus
	54 
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	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	prescription from a licensed pharmacy in California, there is an assumption that, at a minimum, the FDA has reviewed and approved the drug or substance for efficacy and safety in some way.  The Board agrees with Dr. Acosta’s testimony that the sale and delivery of these sterile compounded preparations consisting of ineligible drug ingredients amounted to conducting “uncontrolled human drug trials” on the California consumers who received them. 
	64. 
	64. 
	The evidence clearly established that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503A of the FDCA, which sets forth requirements for compounding with bulk drug substances. Although Mr. Joseph testified that respondent has ceased compounding with these ingredients in deference to the FDA’s actions, the facts clearly established that respondent should never have compounded sterile inject

	Costs 
	65. 
	65. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total  costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	amount of $23,505.50. The


	66. 
	66. 
	The ALJ found that Board’s request forits prosecution and investigation costs was reasonable. However, the ALJ found that mitigation of costs was warranted. 
	 reimbursement of $23,505.50 for 


	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The ALJ concluded that the appropriate standard of proof in this action against the pharmacy and sterile compounding license was “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance 856.) The Board disagrees.  The appropriate standard of proof against a facility or other site license is a preponderance of the evidence standard. (In the Matter of the Third Amended Accusation against IV Solutions, Inc. Alireza Varastehpour, President and Renee 
	(1982) 135 Cal.App.3d 853, 
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	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	Sadow, Case No. 3606, OAH No. 2011050988 (IV Solutions).  In the IV Solutions case, the Board held that the appropriate standard of proof is dependent on the type of license and not the activity performed while using the license. (IV Solutions at page 2, Standard of Proof, paragraph 2.b.)  “The determination is made based on the holder’s investment in education, training and other qualifications required to obtain the license.”  (Id.)  Further, the Board designated the standard of proof discussed in IV Solu
	11425.60.
	Precedential Decisions -California State Board of Pharmacy
	Precedential Decisions -California State Board of Pharmacy

	https://www.pharmacy.ca.gov/enforcement/precedential.shtml
	https://www.pharmacy.ca.gov/enforcement/precedential.shtml


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o)
	(o)
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 

	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 
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	(2) 
	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), 

	states: 
	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
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	8. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 

	[¶] … (F) The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 
	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing 
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	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or combination of ingredients that were previously non-sterile. Exempt fro
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i) 
	(i) 
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant established by a preponderance of the evidence that 
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	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 14 through 23, and the Analysis Findings 37-49, respondent compounded and furnished drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	12. 
	12. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 14-23 and Analysis Findings 38-49, respondent compounded and furnished sterile drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-R

	13. 
	13. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 24 and Analysis Finding 54, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause 

	14. 
	14. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 25 and Analysis Finding 55, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline responden

	15. 
	15. 
	Complainant established by a preponderance of the evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Findings 8, 10, 14-19 and Analysis Findings 38-41 and 56-64, respondent compounded sterile drug preparations using bulk drugs 
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	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and TB-500. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	COSTS 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The complainant sought reimbursement for enforcement and investigation costs in theIn Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identified the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his or her 
	 total amount of $23,505.50. 

	The ALJ determined that cost mitigation was appropriate because in the rejected proposed decision, the ALJ concluded that three of the five charges were not substantiated and reduced the costs submitted by complainant to $12,000.  Under Business & Professions Code section 125.3, only an ALJ can order costs to be paid. Accordingly, the costs of $12,000 ordered by the ALJ are imposed. 
	DISCIPLINARY ACTION 
	17. 
	17. 
	Protection of the public is the Board’s highest priority in exercising its licensing, regulatory and disciplinary functions.  (Bus. & Prof. Code § 4001.1) “[When that goal is inconsistent with other interests, the public’s protection is paramount.” (Oduyale 

	v.
	v.
	California State Bd. Of Pharmacy, (2019) 41 Cal.App.5101, 118.) 
	th 


	18. 
	18. 
	The Board’s Disciplinary Guidelines, incorporated by reference in its regulations (Cal. Code Regs., tit. 16 § 1760) divide violations into four categories for purposes of determining the appropriate disciplinary action.  Category 1 violations are 
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	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	the least serious, and Category IV are the most serious. The recommended range of discipline within each category “assumes a single violation of each listed statute or regulation.”  (Disciplinary Guidelines (rev. 2/2017, pp. 3,5). Where there are multiple violations the penalty shall increase accordingly. (Id. at p. 5.) 
	19. 
	19. 
	Repeat or serious violations involving improper compounding of drug products appear in both Category II and Category III. Violations involving selling or transferring adulterated drugs falls within Category III.  The Board believes that compounding sterile drug products using ineligible drug ingredients also should fall within Category III because of the severe safety issues that can arise using substances that have never been reviewed or approved by the FDA for either efficacy or safety. The recommended mi

	20. 
	20. 
	The Disciplinary Guidelines also lists 17 factors to be considered in determining whether a minimum, maximum or intermediate penalty should be imposed in a given case.  “No single one or combination of the . . .  factors is required to justify the minimum and/or maximum penalty in a given case, as opposed to an intermediate one.” (Id., p. 3.)  The evidence presented about the factors in this case were as follows: 

	(1) 
	(1) 
	Actual or potential harm to the public. Respondent’s violations posed severe potential harm to the public because the respondents sold and transferred sterile compounded drug products for California consumers that were not eligible drug ingredients that have never been reviewed or approved by the FDA as a new drug authorized for use in the United States.  Respondents testified that no patient was actually harmed, and they received no adverse serious reactions notifications from California consumers. However
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	considerations. 
	considerations. 
	(2) 
	(2) 
	Actual or potential harm to any consumer. The violations posed significant potential harm to receiving consumers as described in (1) above. 

	(3) 
	(3) 
	Prior disciplinary record, including level of compliance with disciplinary order(s). Respondent has not prior disciplinary action with the Board. 

	(4) 
	(4) 
	Prior warning(s), including but not limited to citation(s) and fine(s), letter(s) of admonishment, and/or correction notice(s). Complainant presented no evidence of any prior warnings to Respondent. 

	(5) 
	(5) 
	Number and/or variety of current violations. Respondent committed five violations of law involving sterile compounded products between September 10, 2019, and March 26, 2020, involving the amount of prescriptions and lots and vials as listed in Paragraphs 21, 23 through 26.  

	(6) 
	(6) 
	Nature and severity of the act(s), offense(s) or crime(s) under consideration. The violations were severe and classified as multiple Category III violations. 

	(7) 
	(7) 
	Aggravating evidence. The repeat nature of Respondents violations is a matter in aggravation. 

	(8) 
	(8) 
	Mitigating evidence. Respondent presented evidence that it replaced internal software to ensure the manufacturer of each drug product is included in its records and finally stopped compounding using the ineligible drug ingredients. However, the Board finds that finally stopping compounding with ineligible drug ingredients in deference to FDA warning letters and criminal actions initiated against a competitor for compounding three of the same substances is not sufficient because the sterile preparations shou

	(9) 
	(9) 
	Rehabilitation evidence. Although Mr. Joseph testified that respondent corrected its software and stopped compounding sterile products with five ineligible drug ingredients, he also failed to acknowledge the wrongfulness of respondent’s conduct in compounding any sterile products with such ineligible drug 
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	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	ingredients. Rehabilitation is a “state of mind” and the law looks with favor upon one who has achieved “reformation and regeneration.” (Pacheco v. State Bar (1987) 43 Cal.3d 933, 940.) Fully acknowledging the wrongfulness of past actions is an essential step towards rehabilitation. (Seide v. Com. Of Bar Examiners (1989) 49 Cal.3d 933, 940.) Respondent has never fully acknowledged the wrongfulness of its conduct in compounding with ineligible drug ingredients and the potential present and future health cons
	(10) 
	(10) 
	Compliance with terms of any criminal sentence, parole, or probation. This factor is inapplicable. 

	(11) 
	(11) 
	Overall criminal record. This factor is inapplicable. 

	(12) 
	(12) 
	If applicable, evidence of proceedings for case being set aside and dismissed pursuant to Section 1203.4 of the Penal Code. This factor is inapplicable. 

	(13) 
	(13) 
	Time passed since the act(s) or offense(s). 

	Respondent committed the acts at issue from 2019 until March 2020. 
	(14) 
	(14) 
	Whether the conduct was intentional or negligent, demonstrated incompetence, or, if the respondent is being held to account for conduct committed by another, the respondent had knowledge of or knowingly participated in such conduct. There was no direct testimony from Mr. Joseph that respondent intentionally violated the federal laws governing the bulk substances at issue in this case.  However, Mr. Joseph testified that he was aware of the requirements generally in Section 503A(b)(1)(A)(i) and then testifie
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	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	did not appear in the bulk substances rule as a final approved substance or on the Category 1 list, they should never have been compounded.  For those reasons, the Board finds that respondent’s conduct, if not intentional to generate a profit, demonstrated, at least incompetence or negligence, and showed a reckless disregard for the health of the recipients. 
	(15) Financial benefit to the respondent from the misconduct. Respondent received a financial benefit from the misconduct.  Mr. Joseph testified that after the respondent stopped compounding sterile drug products using ineligible drug substances, the respondent stopped sterile compounding as it only left a few products in the pharmacy.  “From a financial point of view, it didn’t make a lot of sense to do all the validations and testing on the few compounds left in the pharmacy.”  (Transcript at p. 189).  Fr
	(16) 
	(16) 
	Other licenses held by the respondent and license history of those licenses. Respondent holds a non-resident pharmacy license and sterile compounding permit. 

	(17) 
	(17) 
	Uniform Standards Regarding Substance-Abusing Healing Arts Licensees (see Business and Professions Code Section 315). This factor is inapplicable. 

	21. 
	21. 
	Considering these factors and the entire record in this case, the Board finds that the maximum penalty is appropriate in this case.  Although the evidence established violations of only sterile compounding laws, the Board’s investigation only included a review of respondent’s sterile compounding practices. The Board believes that respondent’s failure to fully acknowledge the wrongfulness of its past conduct and failure to understand or choose to comply fully with applicable state and federal law could also 
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	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	comply with all applicable federal and state law.  For these reasons, the Board does not believe that the minimum or an intermediate penalty involving probation would be an effective guarantee of respondent’s full compliance with applicable federal and state law and guarantee the protection of the public consistent with the Board’s obligations set out in Section 4001.1 of the Business and Professions Code. 
	ORDER 
	Accordingly, it is hereby ordered that: 
	1. The Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder are hereby both revoked. 
	2. Respondent is ordered to pay costs to the Board in the amount of $12,000. All costs shall be paid prior to Respondent filing an application for reinstatement of its non-resident pharmacy license or sterile compounding permit. 
	This Decision shall become effective at 5:00 p.m. on December 10, 2022. 
	It is so ORDERED on November 10, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	Figure
	By Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 
	Nonresident Pharmacy Permit No. NRP 1666 and Nonresident Sterile Compounding Permit No. NSC 100827 Respondent Agency Case No. 7100 OAH No. 2021090843 
	ORDER REJECTING PROPOSED DECISION AND ORDER SETTING DATE FOR WRITTEN ARGUMENT CASE NO. 7100 
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	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	ORDER REJECTING PROPOSED DECISION and ORDER SETTING DATE 
	FOR SUBMISSION OF WRITTEN ARGUMENT 
	Pursuant to section 11517 of the Government Code, the Proposed Decision of the Administrative Law Judge in the above-entitled matter is rejected. The California State Board of Pharmacy (hereinafter "board") will decide the case upon the record, including the transcript(s) of the hearing, and upon such written argument as the parties may wish to submit. No new evidence may be submitted. 
	The administrative record of the hearing in the above-entitled matter having now become available, the parties are hereby notified of the opportunity to submit written argument. Written argument shall be filed with the Board of Pharmacy, Attn. Susan Cappello, 2720 Gateway Oaks Drive, Suite 100, Sacramento, California, 95833, or on or before September 2, 2022. 
	susan.cappello@dca.ca.gov 
	susan.cappello@dca.ca.gov 


	It is so ORDERED on August 4, 2022. 
	BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	By 
	Seung W. Oh, Pharm.D. Board President 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation against: 
	ABSOLUTE PHARMACY LLC, DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Case No. 7100 
	OAH No. 2021090843 
	ORDER DENYING REQUEST FOR CORRECTION 
	Danette C. Brown, Administrative Law Judge (AU), Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference and telephone on March 21, 22, and 23, 2022, from Sacramento, California. 
	The Proposed Decision after hearing was issued on May 2, 2022. On May 6, 2022, counsel for the Board of Pharmacy (Board) submitted a request to correct the Proposed Decision pursuant to Government Code section 11518.5. The request states the AU applied the incorrect standard of proof, which may have "impacted the decision and finding that the Complainant did not establish" certain of the causes for discipline. The request states that the Proposed Decision should be corrected to apply 

	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	to "correct standard of proof" to "avoid the necessity for the Board to reject the proposed decision." 
	On May 16, 2022, respondent opposed the request, arguing the AU applied the correct standard of proof and even if she did not, there would be no change in the outcome. 
	Government Code section 11518.5 permits a party to request correction of a "mistake or clerical error" in a Proposed Decision. Under California Code of Regulations, title 1, section 1048, subdivision (a), an agency may apply to OAH to "correct a mistake or clerical error, or make minor or technical changes...." Subdivision 
	(i) 
	(i) 
	limits the nature of a correction under Government Code section 11518.5: 

	(i) 
	(i) 
	In no event may any correction made pursuant to this policy statement result in reconsideration, or change the factual or legal basis, of a proposed or final decision. 

	Board counsel's request admits that any change "may have impacted the decision." This request for correction must be denied by the clear language of California Code of Regulations, title 1, section 1048, subdivision (i). 
	ORDER 
	Board counsel's Request for Correction is DENIED. 
	!featfter;ff tpwa11
	DATE: May 16, 2022 
	HeatherM. Rowan (May 16, 202216:21 PDT) 
	HEATHER M. ROWAN Presiding Administrative Law Judge Office of Administrative Hearing 
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	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: 
	ABSOLUTE PHARMACY LLC dba ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER, Respondent 
	Agency Case No. 7100 
	OAH No. 2021090843 
	PROPOSED DECISION 
	Danette C. Brown, Administrative Law Judge, Office of Administrative Hearings (OAH), State of California, heard this matter by videoconference on March 21 and 22, 2022, from Sacramento, California. 
	Phillip L. Arthur, Deputy Attorney General, represented complainant Anne Sodergren, Executive Officer of the Board of Pharmacy (Board), Department of Consumer Affairs. 
	Tony J. Park and Rachel Pontikes, Attorneys at Law, represented Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC (respondent), and Andreas Dieter Dettlaff, President and 100% Shareholder, who appeared at the hearing. 

	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	Evidence was received, the record was closed, and the matter was submitted for decision on March 22, 2022. 
	FACTUAL FINDINGS 
	Jurisdictional Matters 
	1. 
	1. 
	On June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit No. NRP 1666 to respondent with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was Pharmacist-in-Charge (PIC) from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident permit expires on June 1, 2022, unless renewed or revoked.
	1 


	2. 
	2. 
	On December 28, 2016, the Board issued Non-Resident Sterile Compounding Permit No. NSC 100827 to respondent, with Mr. Dettlaff as President and 100% Shareholder since June 22, 2016. David S. Joseph was PIC from September 16, 2016, to March 8, 2021, Lynnette Perales was PIC from March 8, 2021, to October 18, 2021, and Ellamy Rhoads has been the PIC since October 18, 2021. Respondent’s non-resident sterile compounding permit expires on June 1, 2022, unless renewed or revoked. 

	The expiration of a Board-issued license shall not deprive the board of jurisdiction to proceed with a disciplinary proceeding against the license. (Bus. & Prof. Code, § 4300.1.) 
	1 
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	July 1, 2021 Accusation 
	July 1, 2021 Accusation 
	3. 
	3. 
	On July 1, 2021, complainant signed and thereafter filed an Accusation in Case No. 7100 against respondent. The Accusation alleged respondent engaged in unprofessional conduct, by: (1) failing to maintain the quality of compounded sterile preparations; (2) compounding drug preparations that were adulterated; (3) failing to confirm sterility prior to dispensing; (4) maintaining incomplete compounding logs; and (5) using non-compliant bulk drug substances. 

	4. 
	4. 
	Respondent timely filed a Notice of Defense to the charges. The matter was set to be heard before an ALJ of the OAH pursuant to Government Code section 11500 et seq. This hearing followed. 

	Complainant’s Evidence 
	TESTIMONY OF CHRISTINE ACOSTA, SUPERVISING BOARD INSPECTOR 
	5. 
	5. 
	Christine Acosta received her Doctor of Pharmacy degree at Western University of Health Sciences in 2006, and her Bachelor of Science degree in Biological Sciences at Holy Names College in 2000. She has been a Board Supervising Inspector for the Sterile Compounding Team since July 2014. Her duties include serving as the Board’s expert in compounding law, conducting complex inspections and investigations, drafting and implementing compounding regulations, and drafting implementation of the 2019 United States
	2 


	The USP is a non-profit scientific organization that develops and disseminates public compendial quality standards for medicines and other articles. Standards for an article recognized in a USP compendium are expressed in the article’s monograph, the General Notices, and applicable general chapters. USP’s primary compendia of 
	2 

	3 

	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	800, and 825. Prior to her role as Supervising Inspector, Ms. Acosta was a Board Inspector on the Diversion Team from December 2011 to July 2014. Her duties were to conduct inspections of wholesalers, pharmacies, and clinics to ensure compliance with state and federal laws and regulations. From May 2006 to December 2011, Ms. Acosta worked as a pharmacist for various employers. 
	6. 
	6. 
	Respondent is a compounding pharmacy that does not manufacture any drug products. In 2020, Linda Panofsky, a Board Inspector, conducted a remote renewal inspection of respondent’s compounding practices. After Ms. Panofsky left her employment with the Board, Ms. Acosta reviewed the inspection reports, and determined that further investigation was needed regarding respondent’s compounding practices using unapproved bulk drug substances.Ms. Acosta drafted an Investigation Report of her findings, and testified 
	3 


	7. 
	7. 
	Ms. Acosta explained at hearing that “compounding is making something out of two other things” to make a “third or final product.” Sterile compounding is 

	standards are the USP and National Formulary (USP-NF). USP has no role in enforcement; that is left to the FDA and other government authorities in the United States and elsewhere. () 
	standards
	https://www.usp.org/frequently-asked-questions/usp-and-its
	-


	“A ‘Bulk drug substance’ means any substance that, when used in the preparation of a compounded drug preparation, processing, or packaging of a drug, is an active ingredient or a finished dosage form of the drug, but the term does not include any intermediate used in the synthesis of such substances.” (Cal. Code Regs., tit. 16, § 1735.1, subd. (d).) 
	3 

	4 

	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	“taking two or more ingredients and making a product that is sterile.” The “end product is required to be sterile before administering [the drug] to the patient.” 
	8. 
	8. 
	Ms. Acosta had questions about the bulk drug substances respondent was using, what they were, and whether those substances were approved for use in the U.S. Ms. Acosta emailed Mr. Joseph requesting the Analysis Reports for bulk drug substances, or active pharmaceutical ingredients (APIs), they were using to compound drugs. On or about July 7, 2020, respondent’s Pharmacy Department Manager David S. Joseph, R.Ph., sent via email to Ms. Acosta the Analysis Reports for the following bulk drug substances, among 
	4


	9. 
	9. 
	On August 4, 2020, Ms. Acosta received from Mr. Joseph, compounding logs for the above-listed substances, and a method suitability test conducted by Pharmetric Labs showing that a bioluminescence test was used to ensure sterility prior to distribution of the final drug products. Ms. Acosta noticed that the bioluminescence test is not a USP 71 compliant test,as required by the Board. 
	5 


	10. 
	10. 
	Ms. Acosta’s first thought after seeing the listed bulk drug substances was “what in the world are some of these things?” For instance, she stated there are no drugs or substances in the U.S. called “BPC-157.” She began conducting online searches to determine what these substances were, specifically CJC-1295, BPC-157, TB
	-


	R.Ph. means registered pharmacist. 
	4 

	USP chapter 71 outlines the requirements for conducting a test applied to substances, preparations, or articles which, according to the U.S. Pharmacopeia, are required to be sterile. The USP chapter 71 test is carried out under aseptic conditions and involve culture media and incubation periods. 
	5 
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	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	500, and Ipamorelin, and found that these substances were used as active APIs and were not considered drugs in the U.S. 
	11. 
	11. 
	Ms. Acosta reviewed the master formulas and compounding logs provided by Mr. Joseph, and found it “abnormal” that respondent included an extra amount of these APIs, specifically CJC-1295, BPC-157, TB-500, and Ipamorelin, as well as an extra amount of some inactive ingredients “to account for processing error.” Ms. Acosta did not define or identify the inactive ingredients. She found that respondent added “10% extra” of the APIs BPC-157, Ipamorelin; CJC 1295, and TB-500 in its drug products and opined that i

	12. 
	12. 
	On September 22, 2020, Mr. Joseph followed up by sending additional compounding logs and COAs, and responded to Ms. Acosta’s questions regarding respondent’s failure to use a USP 71 compliant sterility test when compounding. Mr. Joseph responded by stating in pertinent part: 

	In my previous communications to you I transmitted sterility tests from Pharmetric Laboratories. The laboratory results exceed the requirements of USP<71>. Therefore[,] minimally they are USP <71> compliant. These types of lab results have been accepted by your agency for our last three renewal periods. If your requirement has changed, please let us know and we will comply. I have reattached the previously requested compounding sheets which include sterility test information. 
	[¶] … [¶] 
	6 

	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Absolute Pharmacy operates as a 503A Pharmacy. We do not manufacture any products, but compound to USP<797> standards. 
	Ms. Acosta responded: 
	[A] 
	[A] 
	rapid microbiological method (RMM) such as bioluminescence is not USP <71> compliant. In USP 797, there is an allowance to use a USP 71 equivalent test but California law requires a USP <71> compliant test. You may want to check with [your] lab on the difference. 

	13. 
	13. 
	On September 23, 2020, Mr. Joseph emailed Ms. Acosta, stating: 

	Effective immediately, [respondent] will only provide sterile compounded products to California residents which have had sterility testing performed strictly by USP <71> protocol. We do this with the full knowledge that the bioluminescence testing is clearly superior. 
	[Respondent] has discontinued all peptide compounding. Although [respondent] has no direct communication from FDA, recent guidance and enforcement through FDA 483 documents concerning some of our competitors has informed our decision. We have no manufacturing license or an ANDA. 
	7 

	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	Research of CJC-1295, BPC-157, TB-500 and Ipamorelin 
	14. 
	14. 
	Ms. Acosta conducted online searches of the substances CJC-1295, BPC157, TB-500, and Ipamorelin. She conceded that her research was of a general nature, and that “some of it was not scientific.” A lot of her research concerned whether these substances were peptides or proteins. She found basic information on CJC-1295 on Wikipedia, but did not consider Wikipedia to be a “valid location for medical information.” Some substances had “really bad references,” were not conducted with human or animal trials, and w
	-


	Using ingredients, both active and inactive ingredients, or processing aides, that have been or may have higher levels of impurities compared to compendial or pharmaceutical grade equivalents (e.g., ingredients with potentially harmful impurities, ingredients labeled with “not for pharmaceutical use” or an equivalent statement). 
	8 

	15. 
	15. 
	15. 
	As part of her research, Ms. Acosta consulted the “Orange Book: 

	Approved Drugs Products with Therapeutic Equivalence Evaluations” and searched for CJC-1295, BPC-157, TB-500, and Ipamorelin. Her search of the Orange Book returned no results. 
	6

	16. 
	16. 
	After conducting her research, Ms. Acosta found that CJC-1295 “is a synthetic analogue of growth hormone-releasing hormone (GHRH),” developed by ConjuChem Biotechnologies. She found articles on BPC-157, “that suggest it as an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum, intestine, liver and pancreas lesions and soft tissue healing.” She further noted that “it is a synthetic peptide because it does not occur in nature.” Ms. Acosta explained in her 

	17. 
	17. 
	Ms. Acosta found that TB-500 is a “protein that in humans is encoded by the TMSB4X gene.” TB-500 is a synthetic replica of Thymosin Beta-4, a protein peptide that occurs naturally in humans and animals. TB-500 is available for research purposes by veterinarians who conduct clinical trials on horses. “Thymosin Beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents.” 

	The Orange Book identifies drug products approved on the basis of safety and effectiveness by the FDA and the FDCA and related patent and exclusivity information. 
	6 
	(fda.gov) 

	9 

	18. 
	18. 
	18. 
	Ms. Acosta also found that Ipamorelin is a “peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue.” 

	19. 
	19. 
	Ms. Acosta determined that CJC-1295, BPC-157, Ipamorelin, and TB-500 did not have a USP monograph,are not components of an FDA-approved drug product, and are not listed on the FDA’s March 21, 2019, February 14, 2020, or July 1, 2020 lists of bulk drug substances that can be used in compounding, in violation of section 503a of the Food, Drug, and Cosmetic Act (FDCA). In addition, she determined that section 503a does not allow a licensed pharmacy to compound these substances. She stated that the Board can en
	7 


	When the FDA increased its oversight of compounding in the 503A facilities and issued these guidance documents, the Board must be mindful of the FDA’s regulation in this area and expectation of the state partners. Changes made by the Board could conflict with federal requirements. 
	Counsel Smiley added the bulk substance evaluation and analysis resides with the FDA and not with the Board. 
	Ms. Acosta explained that she was present at that meeting, but not the entire meeting. She asserted that the discussion did not center on chemicals that “have never 
	A USP monograph is a document reflecting the quality attributes of medicines approved by the FDA. Those quality attributes include identity, strength, purity, and performance. 
	7 
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	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	been allowed” in the U.S., but those chemicals with no known grade or allowance for the use of those chemicals. She emphasized that “the federal law is within [the Board’s] authority to enforce.” She has participated in “tens” of inspections with the FDA in California, describing the Board as “[the FDA’s] support system.” 
	Lack of Quality/Adulterated Substances 
	20. 
	20. 
	Ms. Acosta explained that for non-sterile to sterile compounding, quality must be built into the entire process, including “how the product was made and imported into the U.S., who is allowed to touch it, and requirements along the line for the API.” The product is not just tested at the end of the process to ensure that the quality is present. 

	21. 
	21. 
	Ms. Acosta explained that “quality” is defined in the Board’s regulations, and means the “absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” She testified that an ingredient has a grade, or a quality of a grade. Specifically, “in the U.S., we have dietary grade, animal grade, reagent grade, all diff

	11 

	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	Despite the absence of the term “ungraded” in the Board’s regulation, Ms. Acosta found that from approximately September 10, 2019, to March 26, 2020, there were a total of 12 lots, 218 prescriptions, and 461 vials of BPC-157 (3 lots, 33 prescriptions, 57 vials), Ipamorelin/CJC 1295 (3 lots, 81 prescriptions, 170 vials), Ipamorelin Acetate (3 lots, 74 prescriptions, 163 vials), and TB-500 (3 lots, 30 prescriptions, 71 vials) that lacked quality due to respondent’s use of ungraded ingredients. 
	22. 
	22. 
	Ms. Acosta also explained that under the Health and Safety Code, a drug or device is “adulterated” if it consists of any “filthy, putrid, or decomposed substance.” If a compounded drug preparation is adulterated, “it is dirty and inappropriate for injection into a human patient, made from unknown chemicals of an unknown quantity.” Ms. Acosta added: “These are unknown chemicals and not drugs of any capacity. They have not been reviewed by the FDA for compounding. That in and of itself is putrid and filth.” 

	23. 
	23. 
	With respect to the 12 lots, 218 prescriptions, and 431 vials described above, Ms. Acosta also found that from approximately September 10, 2019, to March 26, 2020, respondent compounded and furnished compounding drug preparations that were adulterated due to use of ungraded ingredients. 

	Failure to Confirm Sterility Prior to Dispensing 
	24. 
	24. 
	Ms. Acosta testified that “the only way to test [for sterility] is to test each and every vial.” Because this is impossible, the compounding pharmacy must provide “sterility assurance.” Sterility assurance is not just about testing the raw material. “A lot of things go into making a sterile product . . . what has to be in the room when you compound, the technique, what filters are used, how to test filters . . . . It is a very long 

	12 

	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	process.” Ms. Acosta further found that respondent failed to confirm sterility via a USP chapter 71 compliant test prior to dispensing, in accordance with the Board’s regulations. The USP chapter 71 test shall apply regardless of any sterility or pyrogen testing that may have been conducted on any ingredient or ingredients that were previously non-sterile. From approximately August 23, 2019, to April 30, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots
	Incomplete Compounding Logs 
	25. 
	25. 
	Ms. Acosta found incomplete compounding logs missing the names of the manufacturer. From approximately August 23, 2019, to April 3, 2020, respondent compounded and furnished approximately 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component, for the substances listed. 

	Use of Non-Compliant Bulk Drug Substances 
	26. 
	26. 
	Lastly, Ms. Acosta found that, from approximately September 10, 2019, to April 3, 2020, respondent compounded with bulk drug substances that did not have USP monographs, were not components of drugs approved by the FDA Secretary, nor did they appear on a list developed by the Secretary, namely CJC-1295, BPC-157, Ipamorelin, and TB-500, in violation of section 503a of the FDCA. Respondent dispensed approximately 1,017 prescriptions and 1,562 vials of these non-compliant bulk drug substances into California. 

	13 

	Respondent’s Evidence 
	Respondent’s Evidence 
	TESTIMONY OF DAVID S. JOSEPH, R.PH., FIACP
	8 

	27. 
	27. 
	David S. Joseph received his Bachelor of Science degree in Pharmacy from The Ohio State University in 1973. He is a pharmacist and consultant for David Joseph Pharmacy Practice Consulting, LLC. He has been a pharmacist and consultant for his company since 2014. From 1973 to 2016, Mr. Joseph held various pharmacist positions, from pharmacist at Gray Drug Stores in Columbus, Ohio, to President and General Director of Southshore Pharmacy, Inc. From 2016 to 2020, he was the Pharmacist-in-Charge for respondent. 

	28. 
	28. 
	Mr. Joseph explained that CJC-1295, BPC-157, Ipamorelin, and TB-500 are “specific peptides that physicians have found to be beneficial to the wellness of patients as to muscle mass.” He added that TB-500 may enhance sexual performance and increase testosterone. Physicians provided information and literature from other countries about these substances, and wanted respondent to compound these drug substances. 

	Fellow of the International Academy of Compounding Pharmacists 
	8 
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	Quality of Compounded Sterile Preparations 
	Quality of Compounded Sterile Preparations 
	29. 
	29. 
	Mr. Joseph explained that respondent ensured the quality of their drugs because all products were purchased from FDA-registered suppliers. Respondent required those suppliers to present a COA of compounds delivered to respondent. Before using a supplier, that supplier must be a primary supplier in the U.S. with a good national reputation. Quality is also ensured when respondent’s Quality Assurance Pharmacist determines if the compounds meet respondent’s standards for compounding. The Quality Assurance Pharm
	9 


	30. 
	30. 
	Respondent further ensures the quality of its drug products by using rooms with air purification systems. The rooms and hoods are certified for 

	A media fill test measures the efficacy of compounding personnel in aseptic techniques whereby compounding procedures are mimicked using a growth-based media and then the resulting preparation is evaluated for sterility. The media-fill test must mimic the most complex compounding procedures performed by the pharmacy. (Cal. Code Regs., tit. 16, § 1735.1, subd. (u).) 
	9 
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	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	compounding. The rooms and hoods have their own sets of HEPA filters. HEPA filters contain tiny micron spaces to filter air in clean rooms to ensure that the air is sterile. In addition, the drug products are filtered, because “that’s how you create a non-sterile product into a sterile product.” Mr. Joseph also explained the process of micron filtration used by respondent, where the drug product is pushed through a tiny filter to ensure that the product is sterile. Bacteria, small particles, and contaminant
	31. 
	31. 
	By using FDA-registered suppliers with a good national reputation, utilizing a Quality Assurance Pharmacist and Chemist in the production process, validating staff so that they qualify to work in the compounding facility, using air-purified and certified rooms and hoods, and utilizing micron filtration, Mr. Joseph asserted that respondent maintained the quality of its compounded sterile preparations involving CJC-1295, BPC-157, TB-500, and Ipamorelin. He further stated, “we were levels above any other compo

	Adulterated Drug Preparations 
	32. 
	32. 
	Regarding the allegation that respondent committed unprofessional conduct by compounding and furnishing drug preparations that were adulterated, Mr. Joseph disagreed, and asserted that respondent’s drug products were not adulterated within the meaning of Health and Safety Code section 111250. Section 111250 defines a drug or device as adulterated “if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” He explained that “everything we do is vetted from beginning step to end-pro
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	33. 
	33. 
	33. 
	Mr. Joseph disputed Ms. Acosta’s use of the term “ungraded” ingredient. Mr. Joseph stated that he was not aware of the term “ungraded,” and this was the first time he has heard of that term. He asserted that the term “ungraded” is “not [used] in standard pharmacy practice.” 

	34. 
	34. 
	In addition, Mr. Joseph added that having a USP monograph does not ensure that a product is free of impurities or has the quality as defined by the Board. Moreover, there were no statements like “not for pharmaceutical use” in the COAs for the substances at issue here. If those statements were present, respondent would have returned the product to the supplier, or would have destroyed it. Mr. Joseph asserted there is no basis for the allegation that respondent’s products were adulterated by use of any alleg

	Confirmation of Sterility Prior to Dispensing 
	35. 
	35. 
	Mr. Joseph disputed the allegation that respondent committed unprofessional conduct by compounding and furnishing drugs without first confirming sterility via a USP chapter 71 compliant test prior to dispensing, stating this was “absolutely not true.” He explained that respondent used a bioluminescence test, which “is an extremely accurate test to a much higher degree than the USP 71 method.” The bioluminescence test conducts “end product testing” by shooting a beam of light through a compound at the same f
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	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	not be disciplined for using a test that the Board approved. In 2020, the Board notified respondent it was no longer accepting the bioluminescence test. 
	Incomplete Compounding Logs 
	36. 
	36. 
	Mr. Joseph admitted that respondent failed to include the name of the manufacturer on the compounding logs. He explained that the industry practice is to provide the supplier on the compounding log sheet, and that the software used in most compounding pharmacies is pre-loaded with the suppliers used in the U.S. There is a “drop-down box” that lists the suppliers, not the manufacturers, for selection. He first learned that the Board required documenting the manufacturer when he received notice of the Board’s

	Use of Non-Compliant Bulk Drug Substances 
	37. 
	37. 
	Complainant also alleged that respondent committed unprofessional conduct by compounding with bulk drug substances without a USP monograph, were not components of drugs approved by the FDA Secretary, and did not appear on a list developed by the FDA Secretary, in violation of section 503a of the FDCA.Mr. Joseph asserted there is no FDA regulation prohibiting the compounding of CJC-1295, BPC157, TB-500, and Ipamorelin. He conceded that in 2020, “we got some indication that one of our competitors should not b
	10 
	-


	Section 503a of the FDCA is codified in Title 21, United States Code section 353a. 
	10 
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	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	learned that on April 1, 2020, the FDA issued a warning letter to Tailor Made Compounding LLC, warning the company that, among other things, the company failed to meet conditions of section 503a of the FDCAwhen compounding with CJC1295, BPC-157, TB-500, and Ipamorelin. Mr. Joseph asserted that respondent did not stop compounding “because we felt we weren’t doing anything wrong” despite issuance of an FDA warning letter to respondent’s competitor. 
	11 
	-

	Analysis 
	QUALITY OF COMPOUNDED STERILE PREPARATIONS 
	38. 
	38. 
	The Board has defined “quality” as: 

	[T]he absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and 
	Section 503a of the FDCA provides, in pertinent part, that bulk drug substances must have a valid COA and have been manufactured in an FDA-registered establishment. In addition, the bulk drug substance: (1) must comply with an applicable USP or National Formulary (NF) monograph, if one exists, and the USP chapter on pharmacy compounding; (2) if an applicable USP-NF monograph does not exist, be a component of an FDA-approved drug; or(3) if such a monograph does not exist and the substance is not a component 
	11 
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	the absence of inactive ingredients other than those listed on the master formula document. 
	the absence of inactive ingredients other than those listed on the master formula document. 
	(Cal. Code Regs., tit. 16, § 1735.1, subd. (ae).) 
	It was established that CJC-1295, BPC-157, TB-500, and Ipamorelin are ungraded substances used as active ingredients in respondent’s drug preparations. Despite Mr. Joseph’s contention to the contrary, “ungraded” appears to be a common pharmaceutical term, and the Board has interpreted it to mean that the drug product has no intended use and has not met specific USP standards. 
	Ms. Acosta persuasively opined that respondent’s use of ungraded active ingredients, or bulk drug substances, from non-sterile to sterile compounding led to the preparations “becoming adulterated and lacking quality.” In addition, these ungraded ingredients lacked a USP monograph, which sets forth quality expectations for a drug including its identity, strength, purity, and performance. Furthermore, Ms. Acosta’s review of respondent’s master formulas and compounding logs showed that respondent added “10% ex
	39. 
	39. 
	Thus, the Board’s position is that an ungraded ingredient necessarily contains harmful levels of contaminants. However, the term “ungraded” is not defined in the Board’s regulations and does not specifically address the use of ungraded ingredients. The regulation requires harmful levels of contaminants, and active and inactive ingredients not listed on the label or master formula. It appears that CJC-1295, BPC-157, TB-500, and Ipamorelin were listed on the label or master formula. And, while FDA guidance on
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	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	use of active or inactive ingredients may have higher levels of impurities when compared to compendial or pharmaceutical grade equivalents, mere guidance does not establish by clear and convincing evidence that respondent’s drug products lacked quality. 
	40. 
	40. 
	In addition, respondent’s 10% extra addition of the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin to account for error did not establish that respondent’s drug products contained harmful levels of contaminants, active ingredients other than those listed on the label, or inactive ingredients other than those listed in the master formula. Ms. Acosta’s testimony was not clear on this point, but stated that the evidence of contaminants is in the COA, and that the fact that respondent used an unkn

	41. 
	41. 
	Ms. Acosta and Mr. Joseph testified credibly and persuasively on their respective positions. Ms. Acosta raised serious concerns that respondent used bulk drug substances that are ungraded, not considered drugs in the U.S., do not have a USP monograph, and are relatively unknown. However, the evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drugs which lacked quality due to respondent’s use of ungraded substances. 

	ADULTERATED PREPARATIONS 
	42. 
	42. 
	The evidence did not establish that from September 10, 2019, to March 26, 2020, respondent engaged in unprofessional conduct by compounding drug 
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	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	preparations that were adulterated by using ungraded ingredients for non-sterile to sterile compounding. An adulterated drug contains any “filthy, putrid, or decomposed substances.” As noted above, the active ingredients CJC-1295, BPC-157, TB-500, and Ipamorelin were ungraded, lacked a USP monograph, and the FDA’s guidance document described above suggested that such ingredients may have higher levels of impurities. 
	43. 
	43. 
	Mr. Joseph persuasively testified that an ingredient with a USP monograph does not ensure that the ingredient is free of impurities or has the quality as defined by the Board, and that CJC-1295, BPC-157, TB-500, and Ipamorelin did not have statements like “not for pharmaceutical use” in the COAs. The USP monograph sets forth quality expectations and testing standards. However, the drug product must still meet quality standards during compounding and undergo end product-testing prior to distribution, which r

	44. 
	44. 
	Despite the Board’s serious concerns with respondent’s use of CJC-1295, BPC-157, TB-500, and Ipamorelin in its drug products, the evidence did not establish that respondent’s drug products were adulterated. 

	FAILURE TO CONFIRM STERILITY PRIOR TO DISPENSING 
	45. 
	45. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 30, 2020, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first 
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	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	confirming sterility via a USP chapter 71 compliant test. Mr. Joseph admitted that respondent did not use a USP chapter 71 compliant test required in California, but used a more superior bioluminescence test that is “an extremely accurate test to a much higher degree than the USP 71 method.” In mitigation, Mr. Joseph persuasively testified that the Board accepted the bioluminescence test for respondent’s last three renewal periods, but he did not indicate which years he was referring to. Then in 2020, the B
	INCOMPLETE COMPOUNDING LOGS 
	46. 
	46. 
	The evidence established that respondent engaged in unprofessional conduct, in that from August 23, 2019, to April 3, 2020, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Mr. Joseph admitted this violation, explaining that respondent’s software did not provide a drop-down box listing manufacturers to select. Respondent has since modified their standard operating procedures to include the manufacturer on the compoun

	USE OF NON-COMPLIANT BULK DRUG SUBSTANCE 
	47. 
	47. 
	The evidence did not establish that respondent engaged in unprofessional conduct by violating or attempting to violate Title 21 United States Code section 353a(b)(1)(A)(i), a codified version of section 503a of the FDCA, which sets forth requirements for compounding with bulk drug substances. While the evidence established those requirements were not met, in that respondent: (1) compounded with bulk drugs substances, namely CJC1295, BPC-157, Ipamorelin, and 
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	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	TB-500, which did not have a USP monograph; (2) were not components of drugs approved by the Secretary; and (3) did not appear on a list developed by the Secretary, complainant did not provide legal authority for enforcing section 353a(b)(1)(A)(i). Thus, it was not established that respondent violated or attempted to violate this federal statute. Mr. Joseph conceded that respondent is aware that the FDA is beginning to enforce this section to prohibit the compounding of CJC-1295, BPC-157, TB-500, and Ipamor
	Costs 
	48. 
	48. 
	Complainant has requested reimbursement for costs incurred by the Board in connection with the investigation and prosecution of this matter, in the total amount The costs were certified in the manner provided by Business and Professions Code section 125.3, subdivision (c), as set forth in the Certification of Prosecution Costs and Declaration by Phillip L. Arthur, Deputy Attorney General, and the Certification of Investigative Costs and Declarations by Christine Acosta and Anna Kalantar. 
	of $23,505.50. 


	49. 
	49. 
	As set forth in Legal Conclusion 16, the Board’s request for reimbursementits prosecution and investigation costs is reasonable. However, mitigation of costs is warranted. 
	 of $23,505.50 for 
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	LEGAL CONCLUSIONS 
	LEGAL CONCLUSIONS 
	Burden and Standard of Proof 
	1. 
	1. 
	The standard of proof in an administrative disciplinary action seeking the suspension or revocation of a professional license is “clear and convincing evidence.” (Ettinger v. Board of Medical Quality Assurance  “Clear and convincing evidence” requires a high probability of the existence of the disputed fact, greater than proof by a preponderance of the evidence. Evidence of a charge is clear and convincing as long as there is a high probability that the charge is true. (People v. Mabini (2001) 92 Cal.App.4t
	(1982) 135 Cal.App.3d 853, 856.)


	Applicable Law 
	UNPROFESSIONAL CONDUCT 
	2. 
	2. 
	Business and Professions Code section 4301, subdivision (o) provides in pertinent part that the board shall take action against any license holder who is guilty of unprofessional conduct, which includes: 

	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation or of conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federal regulatory agency. 

	25 

	3. 
	3. 
	3. 
	Business and Professions Code section 4169, subdivision (a), states in pertinent part that a person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs … at wholesale with a person or entity that is not licensed with the board as a wholesaler, third-party logistics provider, or pharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated as set forth in [section 111250 et seq.] of the Health and Safety Code. 

	[¶] … [¶] 
	DRUG QUALITY AND ADULTERATION 
	4. 
	4. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 

	5. 
	5. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 

	6. 
	6. 
	California Code of Regulations, title 16, section 1735.1, subdivision (ae) states: 

	“Quality” means the absence of harmful levels of contaminants, including filth, putrid, or decomposed 
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	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document. 
	COMPOUNDING 
	7. 
	7. 
	California Code of Regulations, title 16, section 1735.2, subdivision (g), states: 

	The pharmacist performing or supervising compounding is responsible for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions for storage and handling are followed after the preparation is dispensed. 
	8. 
	8. 
	California Code of Regulations, title 16, section 1735.3, provides in pertinent part: 

	(a)
	(a)
	For each compounded drug preparation, pharmacy records shall include: 

	(2)
	(2)
	A compounding log consisting of a single document containing all of the following: 
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	(F) 
	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer does not supply an expiration date for any component, the records shall include the date of receipt of the component in the pharmacy, and the limitations of section 1735.2, subdivision (l) shall apply. 

	STERILE COMPOUNDING 
	9. 
	9. 
	California Code of Regulations, title 16, section 1751.7, provides in pertinent part: 

	(a)
	(a)
	Any pharmacy engaged in compounding sterile drug preparations shall maintain, as part of its written policies and procedures, a written quality assurance plan including, in addition to the elements required by section 1735.8, a documented, ongoing quality assurance program that monitors personnel performance, equipment, and facilities. The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in-charge to assure that it meets required specifications. The quality assuranc

	[¶] … [¶] 
	(e)(1) Batch-produced sterile drug preparations compounded from one or more non-sterile ingredients, except as provided in paragraph (2), shall be subject to 
	28 

	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	documented end product testing for sterility and pyrogens and shall be quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter 85 limits, before dispensing. This requirement of end product testing confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply regardless of any sterility or pyrogen testing that may
	Federal Law on Pharmacy Compounding 
	10. 
	10. 
	Title 21 United States Code section 353a(b)(1)(A)(i) states: 

	A drug may be compounded under subsection (a) if the licensed pharmacist or licensed physician compounds the drug product using bulk drug substances, as defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations— 
	(i)
	(i)
	 that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding; 

	29 

	(II)
	(II)
	(II)
	if such a monograph does not exist, are drug substances that are components of drugs approved by the Secretary; or 

	(III) 
	(III) 
	if such a monograph does not exist and the drug substance is not a component of a drug approved by the Secretary, that appear on a list developed by the Secretary through regulations issued by the Secretary under subsection (c). 

	Causes for Discipline 
	11. 
	11. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through California Code of Regulations, title 16, sections 1735.1, subdivision (ac) and 1735.2, subdivision (g). As set forth in Factual Findings 38 through 41, respondent did not compound and furnish drugs lacking quality. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Com

	12. 
	12. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o), by and through section 4169, subdivision (a), and Health and Safety Code sections 111250 and 111295. As set forth in Factual Findings 42 through 44, respondent did not compound and furnish drug preparations that were adulterated. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Comp

	13. 
	13. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code 
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	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	section 4301, subdivision (o), by and through California Code of Regulations, title 16, section 1751.7, subdivision (e)(1). As set forth in Factual Finding 45, respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. Therefore, cause to discipline respondent’s Non-Resident Pharmacy Permit and Non-Resident Sterile Compounding Permit was established. 
	14. 
	14. 
	Complainant established by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through California Code of Regulations, title 16, section 1735.3, subdivision (a)(2)(F). As set forth in Factual Finding 46, respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. Therefore, cause to discipline respondent’s Non-Resident Pharmacy 

	15. 
	15. 
	Complainant did not establish by clear and convincing evidence that respondent engaged in unprofessional conduct under Business and Professions Code section 4301, subdivision (o) by and through by Title 21 United States Code section 353a(b)(1)(A)(i). As set forth in Factual Finding 47, respondent compounded with bulk drugs substances without a USP monograph, were not components of drugs approved by the Secretary, and did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, a
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	Costs 
	Costs 
	16. 
	16. 
	Business and Professions Code section 125.3 provides, in pertinent part, that the Board may request the administrative law judge direct a licensee found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	The Board seeks reimbursement for enforcement and investigation costs in the total amount In Zuckerman v. Board of Chiropractic Examiners (2002) 29 Cal.4th 32, 45, the Court identifies the factors to be considered in determining the reasonableness of costs pursuant to statutory provisions like Business and Professions Code section 125.3. The factors include whether the licensee has succeeded at hearing in getting charges dismissed or reduced; the licensee’s subjective good faith belief in the merits of his 
	of $23,505.50. 

	Considering the above factors, respondent has succeeded in getting three out of the five charges dismissed. The investigation and enforcement costs are reasonable and appropriate. The time spent appears to be reasonable and the activities were necessary to the develop and present the case. Under all of the facts and circumstances, reduction of costs is warranted. Costs in the amount of $will be reduced to $12,000. 
	23,505.50 

	Conclusion 
	17. 
	17. 
	The evidence as a whole has been considered. Respondent demonstrated that it can continue to be licensed at this time without posing a threat to the health, safety, or welfare of the public. 
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	ORDER 
	ORDER 
	It is hereby ordered that a PUBLIC REPROVAL be issued against Original Non-Resident Pharmacy Permit No. NRP 1666 and Non-Resident Sterile Compounding Permit No. NSC 100827, issued to respondent Absolute Pharmacy LLC, doing business as Absolute Pharmacy LLC, Andreas Dieter Dettlaff, President and 100% Shareholder. Respondent is required to report this REPROVAL as a disciplinary action. 
	DATE: May 2, 2022 
	Figure
	DANETTE C. BROWN Administrative Law Judge Office of Administrative Hearings 
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	MATTHEW RODRIQUEZ Acting Attorney General of CaliforniaDAVID E. BRICE Supervising Deputy Attorney GeneralPHILLIP L. ARTHUR Deputy Attorney GeneralState Bar No. 238339 1300 I Street, Suite 125 P.O. Box 944255 Sacramento, CA  94244-2550 
	Telephone:  (916) 210-7866 Facsimile:  (916) 327-8643
	E-mail: Phillip.Arthur@doj.ca.gov

	Attorneys for Complainant 
	BEFORE THE BOARD OF PHARMACY DEPARTMENT OF CONSUMER AFFAIRS STATE OF CALIFORNIA 
	In the Matter of the Accusation Against: ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER 16011 N. Nebraska Avenue, Suite 103 Lutz, FL 33549 Original Non-Resident Pharmacy PermitNo. NRP 1666 Non-Resident Sterile Compounding PermitNo. NSC 100827 Respondent.
	Case No. 7100 
	ACCUSATION 
	PARTIES 
	PARTIES 

	1. 
	1. 
	Anne Sodergren (Complainant) brings this Accusation solely in her official capacity as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs (Board). 

	2. 
	2. 
	On or about June 22, 2016, the Board issued Original Non-Resident Pharmacy Permit Number NRP 1666 to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge since September 16, 2016.  The Original Non-Resident Pharmacy Permit 

	P
	Link


	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	was in full force and effect at all times relevant to the charges brought herein and will expire on 
	June 1, 2021, unless renewed. 
	3. 
	3. 
	On or about December 28, 2016, the Board issued Non-Resident Sterile 

	Compounding Permit Number NSC 100827 to Respondent, with Andreas Dieter Dettlaff as 
	President and 100% Shareholder.  David S. Joseph is and has been the Pharmacist-in-Charge 
	since September 16, 2016.  The Non-Resident Sterile Compounding Permit was in full force and 
	effect at all times relevant to the charges brought herein and will expire on June 1, 2021, unless 
	renewed. 
	JURISDICTION 
	JURISDICTION 

	4. 
	4. 
	This Accusation is brought before the Board under the authority of the following 

	laws.  All section references are to the Business and Professions Code (Code) unless otherwise 
	indicated. 
	5. 
	5. 
	Section 4300 of the Code states, in pertinent part: 

	(a)
	(a)
	  Every license issued may be suspended or revoked. . . . 

	6. 
	6. 
	Section 4300.1 of the Code states: 

	The expiration, cancellation, forfeiture, or suspension of a board-issued license by operation of law or by order or decision of the board or a court of law, the placement of a license on a retired status, or the voluntary surrender of a license by a licensee shall not deprive the board of jurisdiction to commence or proceed with any investigation of, or action or disciplinary proceeding against, the licensee or to render a decision suspending or revoking the license. 
	7. 
	7. 
	Code section 4307 states: 

	(a) 
	(a) 
	Any person who has been denied a license or whose license has beenrevoked or is under suspension, or who has failed to renew his or her license while itwas under suspension, or who has been a manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or controlof any partnership, corporation, trust, firm, or association whose application for alicense has been denied or revoked, is under suspension or has been placed on probation, and while acting as the

	(1) 
	(1) 
	Where a probationary license is issued or where an existing 


	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	license is placed on probation, this prohibition shall remain in effect for aperiod not to exceed five years. 
	(2) 
	(2) 
	Where the license is denied or revoked, the prohibition shallcontinue until the license is issued or reinstated. 

	(b) 
	(b) 
	Manager, administrator, owner, member, officer, director, associate, partner, or any other person with management or control of a license as used in thissection and Section 4308, may refer to a pharmacist or to any other person who serves in such capacity in or for a licensee. 

	(c) 
	(c) 
	The provisions of subdivision (a) may be alleged in any pleading filed pursuant to Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. However, no order may be issued in that case except as to a person who is named in the caption, as to whom the pleading alleges the applicabilityof this section, and where the person has been given notice of the proceeding asrequired by Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 ofthe Government Code. The authority 

	BUSINESS AND PROFESSIONS CODE 
	BUSINESS AND PROFESSIONS CODE 

	8. 
	8. 
	Section 4022 of the Code states: 

	“Dangerous drug” or “dangerous device” means any drug or device unsafe forself-use in humans or animals, and includes the following: 
	(a) 
	(a) 
	Any drug that bears the legend: “Caution: federal law prohibits dispensing without prescription,” “Rx only,” or words of similar import. 

	(b) 
	(b) 
	Any device that bears the statement: “Caution: federal law restricts thisdevice to sale by or on the order of a ,” “Rx only,” or words of similar import, theblank to be filled in with the designation of the practitioner licensed to use or orderuse of the device. 

	(c) 
	(c) 
	Any other drug or device that by federal or state law can be lawfullydispensed only on prescription or furnished pursuant to Section 4006. 

	9. 
	9. 
	Section 4169 of the Code states, in pertinent part: 

	(a)
	(a)
	A person or entity shall not do any of the following: 

	(1) 
	(1) 
	Purchase, trade, sell, warehouse, distribute, or transfer dangerousdrugs or dangerous devices at wholesale with a person or entity that is notlicensed with the board as a wholesaler, third-party logistics provider, orpharmacy. 

	(2) 
	(2) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were adulterated, as set forth in Article2 (commencing with Section 111250) of Chapter 6 of Part 5 of Division 104 of the Health and Safety Code. 

	(3) 
	(3) 
	Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably should have known were misbranded, as defined in Section 111335 of the Health and Safety Code. 


	(4) 
	(4) 
	(4) 
	Purchase, trade, sell, or transfer dangerous drugs or dangerousdevices after the beyond use date on the label. 

	(5) 
	(5) 
	Fail to maintain records of the acquisition or disposition ofdangerous drugs or dangerous devices for at least three years. . . . 

	10. 
	10. 
	Section 4301 of the Code states, in pertinent part: 

	The board shall take action against any holder of a license who is guilty ofunprofessional conduct or whose license has been issued by mistake. Unprofessional conduct includes, but is not limited to, any of the following: 
	. . . 
	(o) 
	(o) 
	Violating or attempting to violate, directly or indirectly, or assisting in orabetting the violation of or conspiring to violate any provision or term of this chapteror of the applicable federal and state laws and regulations governing pharmacy, including regulations established by the board or by any other state or federalregulatory agency. . . . 

	HEALTH AND SAFETY CODE 
	HEALTH AND SAFETY CODE 

	11. 
	11. 
	Health and Safety Code section 111250 states, “Any drug or device is adulterated if it 

	consists, in whole or in part, of any filthy, putrid, or decomposed substance.” 
	12. 
	12. 
	Health and Safety Code section 111295 states, “It is unlawful for any person to 

	manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated.” 
	UNITED STATES CODE 
	UNITED STATES CODE 

	13. 
	13. 
	Title 21 of the United States Code (U.S.C.), section 353a states, in pertinent part: 

	(b) 
	(b) 
	Compounded drug. 

	(1) 
	(1) 
	Licensed pharmacist and licensed physician. A drug product may becompounded under subsection (a) if the licensed pharmacist or licensed physician— 

	(A) 
	(A) 
	compounds the drug product using bulk drug substances, asdefined in regulations of the Secretary published at section 207.3(a)(4)of title 21 of the Code of Federal Regulations— 

	(i)
	(i)
	that— 

	(I) 
	(I) 
	comply with the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if amonograph exists, and the United States Pharmacopoeiachapter on pharmacy compounding; 

	(II) 
	(II) 
	if such a monograph does not exist, are drugsubstances that are components of drugs approved by the 


	Secretary; or 
	Secretary; or 
	(III) 
	(III) 
	if such a monograph does not exist and the drugsubstance is not a component of a drug approved by theSecretary, that appear on a list developed by the Secretarythrough regulations issued by the Secretary under subsection (c); 

	(ii) 
	(ii) 
	that are manufactured by an establishment that isregistered under section 510 [21 USCS § 360] (including a foreign establishment that is registered under section 510(i) [21 USCS § 360(i)]); and 

	(iii) 
	(iii) 
	that are accompanied by valid certificates of analysis for each bulk drug substance. . . . 

	REGULATORY PROVISIONS 
	REGULATORY PROVISIONS 

	14. 
	14. 
	California Code of Regulations, title 16 (Regulation), section 1735.1, subdivision (ae) states, ‘“Quality’ means the absence of harmful levels of contaminants, including filth, putrid, or decomposed substances, the absence of active ingredients other than those listed on the label, and the absence of inactive ingredients other than those listed on the master formula document.” 

	15. 
	15. 
	Regulation section 1735.2 states, in pertinent part: 

	(g)  
	(g)  
	The pharmacist performing or supervising compounding is responsible forthe integrity, potency, quality, and labeled strength of a compounded drug preparation until the beyond use date indicated on the label, so long as label instructions forstorage and handling are followed after the preparation is dispensed. . . . 

	16. 
	16. 
	Regulation section 1735.3 states, in pertinent part: 

	(a) 
	(a) 
	For each compounded drug preparation, pharmacy records shall include: 

	(1) 
	(1) 
	The master formula document. 

	(2) 
	(2) 
	A compounding log consisting of a single document containingall of the following: 

	(A) 
	(A) 
	Name and Strength of the compounded drug preparation. 

	(B) 
	(B) 
	The date the drug preparation was compounded. 

	(C) 
	(C) 
	The identity of any pharmacy personnel engaged in compounding the drug preparation. 

	(D) 
	(D) 
	The identity of the pharmacist reviewing the final drugpreparation. 


	(E) 
	(E) 
	(E) 
	The quantity of each ingredient used in compounding thedrug preparation. 

	(F) 
	(F) 
	The manufacturer, expiration date and lot number of each component. If the manufacturer name is demonstrably unavailable, the name of the supplier may be substituted. If the manufacturer doesnot supply an expiration date for any component, the records shallinclude the date of receipt of the component in the pharmacy, and thelimitations of section 1735.2, subdivision (l) shall apply. 

	(i) 
	(i) 
	Exempt from the requirements in this paragraph(1735.3(a)(2)(F)) are sterile preparations compounded in asingle lot for administration within seventy-two (72) hours to a patient in a health care facility licensed under section 1250 of the Health and Safety Code and stored in accordance with standards for "Redispensed CSPs" found in Chapter 797 of the United States Pharmacopeia --National Formulary(USP37-NF32) Through 2nd Supplement (37th Revision, Effective December 1, 2014), hereby incorporated byreference.

	(G)
	(G)
	A pharmacy-assigned unique reference or lot number forthe compounded drug preparation. 

	(H) 
	(H) 
	The beyond use date or beyond use date and time of thefinal compounded drug preparation, expressed in the compoundingdocument in a standard date and time format. 

	(I) 
	(I) 
	The final quantity or amount of drug preparation compounded for dispensing. 

	(J) 
	(J) 
	Documentation of quality reviews and required post-compounding process and procedures. . . . 

	17. 
	17. 
	Regulation section 1751.7 states, in pertinent part: 

	(1) 
	(1) 
	Batch-produced sterile drug preparations compounded from one ormore non-sterile ingredients, except as provided in paragraph (2), shall besubject to documented end product testing for sterility and pyrogens and shallbe quarantined until the end product testing confirms sterility and acceptablelevels of pyrogens. Sterility testing shall be USP chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per USP chapter85 limits, before dispensing. This requirement of end product test

	(2) 
	(2) 
	The following non-sterile-to-sterile batch drug preparations do notrequire end product testing for sterility and pyrogens: 


	(A)
	(A)
	(A)
	Preparations for self-administered ophthalmic drops in aquantity sufficient for administration to a single patient for 30 days orless pursuant to a prescription. 

	(B) 
	(B) 
	Preparations for self-administered inhalation in a quantitysufficient for administration to a single patient for 5 days or less pursuant to a prescription. . . . 

	COST RECOVERY 
	COST RECOVERY 

	18. 
	18. 
	Section 125.3 of the Code states, in pertinent part, that the Board may request the administrative law judge to direct a licentiate found to have committed a violation or violations of the licensing act to pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case. 

	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 
	CONTROLLED SUBSTANCES/DANGEROUS DRUGS 

	19. 
	19. 
	Peptides are smaller versions of proteins. Many health and cosmetic products contain different peptides for various uses, such as their potential anti-aging, anti-inflammatory, or muscle building properties. Peptides can be confused with proteins. Both proteins and peptides are made up of amino acids, but peptides contain far fewer amino acids than proteins. Some peptides occur in nature while others are synthetic. 

	20. 
	20. 
	BPC-157 aka pentadecapeptide BPC 157 is an experimental compound that has been investigated for periodontitis, and for esophagus, stomach, duodenum (the first and shortest section of the small intestine), intestine, liver, and pancreas lesions and soft tissue healing. It is a synthetic peptide because it does not occur in nature. It is a dangerous drug pursuant to Code section 4022. 

	21. 
	21. 
	Ipamorelin (INN) (developmental code name NNC 26-0161) is a peptide selective agonist of the ghrelin/growth hormone secretagogue receptor (GHS) and a growth hormone secretagogue (a substance which promotes secretion).  It is a pentapeptide (a peptide containing five amino acids) that was derived from GHRP-1.  It is a dangerous drug pursuant to Code section 4022. 

	22. 
	22. 
	TB-500 (Thymosin Beta-4) is a protein that in humans is encoded by the TMSB4X gene. TB-500 is a synthetic replica of Thymosin Beta 4, a protein peptide that occurs naturally in the bodies of both animals and humans. Although TB-500 is available for research purposes, it is 
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	commonly used by veterinarians who conduct clinical trials using TB-500 on horses. Thymosin beta-4 is a small peptide with G actin-sequestering action. It is associated with induction of angiogenesis (the process by which new blood vessels form, allowing the delivery of oxygen and nutrients to the body's tissues), accelerated wound healing, and increased metastatic potential of tumor cells. Thymosin beta-4 promotes angiogenesis, wound repair, and hair growth in normal and aged rodents. It is a dangerous dru
	23. 
	23. 
	Cyanocobalamin is a prescription and over-the-counter man-made form of vitamin B12 used to prevent and treat low blood levels of vitamin B12. It is a dangerous drug pursuant to Code section 4022. 

	24. 
	24. 
	HCG (Human Chorionic Gonadotropin) is a protein-based hormone that the body produces during pregnancy. It helps maintain the production of important hormones such as progesterone to support the healthy growth of the uterus and fetus.  It is a dangerous drug pursuant to Code section 4022. 

	25. 
	25. 
	Nandrolone Decanoate, sold under the brand name Deca-Durabolin among others, is an androgen and anabolic steroid (AAS) medication which is used primarily in the treatment of anemias and wasting syndromes, as well as osteoporosis in menopausal women. It is a dangerous drug pursuant to Code section 4022. 

	26. 
	26. 
	Sermorelin Acetate is a human growth hormone-releasing hormone (GHRH or GRF) used for diagnostic evaluation of pituitary function and also for increasing growth in children. It is a dangerous drug pursuant to Code section 4022. 

	27. 
	27. 
	Testosterone Cypionate comes only in the form of an injectable solution given into a muscle. It is used to treat symptoms of hypogonadism in males (a condition where males do not produce enough of the sex hormone testosterone). It is a dangerous drug pursuant to Code section 4022. 

	28. 
	28. 
	Testosterone Enanthate, also known as testosterone heptanoate, is an anabolic and androgenic steroid (AAS) drug used to treat low testosterone levels. Anabolic drugs work by building muscles, while androgenic refers to the enhancement of sex characteristics typically associated with males. It is a dangerous drug pursuant to Code section 4022. 

	P
	Link


	29. 
	29. 
	29. 
	Methionine/Inositol/Choline (MIC) is an injection consisting of a formula of lipotropics, compounds that are believed to help in the break down of fat. The primary compounds in the formula –methionine, inositol, choline – are believed to help metabolize fat cells and assist in the elimination of stored fat deposits in the liver and body. It is a dangerous drug pursuant to Code section 4022. 

	FACTUAL ALLEGATIONS 
	FACTUAL ALLEGATIONS 

	30. 
	30. 
	On or about July 7, 2020, the Board received various analysis reports from Respondent. 

	31. 
	31. 
	On or about August 4, 2020, the Board received various compounding logs from Respondent. 

	32. 
	32. 
	A Board Inspector reviewed the information provided by Respondent and initiated an investigation which revealed the following. 

	33. 
	33. 
	From on or about September 10, 2018 through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations for which Respondent used ungraded ingredientsfor non-sterile to sterile compounding: 
	1 


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 


	Ingredients which have not met any specific standards in the United StatesPharmmacopia (USP) to ensure their quality, potency, and purity. 9 
	1 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	PageRoot
	Sect
	Sect
	Table
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX Into California 
	Number of Vials 

	Ipamorelin / CJC 1295 
	Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin CJC 1295 
	Ipamorelin CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	15mg/6mg 
	15mg/6mg 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	10 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	34. 
	34. 
	34. 
	From on or about September 10, 2019, through March 26, 2020, Respondent compounded and furnished the following compounding drug preparations, using ungraded ingredients, which caused them to be adulterated: 
	2


	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 

	Ipamorelin / CJC 1295 15mg/6mg 
	Ipamorelin / CJC 1295 15mg/6mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 

	Ipamorelin CJC 1295 15mg/6mg 
	Ipamorelin CJC 1295 15mg/6mg 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	0326202@9 
	27 
	62 


	Under California Health and Safety Code section 111250, any drug or device isadulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed substance. 11 
	2 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 

	Total 
	Total 
	218 
	461 
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	35. 
	35. 
	From on or about August 23, 2019, through April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via an USP chapter 71 compliant testfor the following: 
	3 


	USP Chapter 71 outlines the requirements for conducting a test applied to substances,preparations, or articles which, according to the Pharmacopeia, are required to be sterile. 12 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 
	Drug Date Made Log Id Lot RX into California Number of Vials BPC-157 15mg 9/10/19 LG8189 09102019@4 2 2 BPC-157 15mg 10/22/19 LG8465 20222019@6 16 31 BPC-157 15mg 3/16/20 LG9222 03162020@2 15 24 Cyanocobalamin B-12 1100mcg/mL 11/5/19 LG8551 11052019@3 27 27 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8638 11192019@1 39 39 Cyanocobalamin B-12 1100mcg/mL 11/19/19 LG8640 11192019@4 47 50 

	3 

	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	HCG (Human Chorionic 
	11/11/19 
	LG8576 
	11112019@2 
	16 
	20 Gonadotropin) 11000IU HCG 11000IU 
	11/11/19 
	LG8578 
	11112019@3 
	100 
	225 HCG 11000IU 
	12/18/19 
	LG8782 
	12182019@4 
	76 
	109 HCG 11000IU 
	9/19/19 
	LG8231 
	09162019@4 
	16 
	25 HCG 11000IU 
	11/4/19 
	LG8535 
	11042019@4 
	3 
	4 HCG 11000IU 
	12/3/19 
	LG8677 
	12032019@1 
	56 
	75 Ipamorelin / CJC 1295 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 15mg/6mg Ipamorelin / CJC 1295 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 15mg/6mg Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 15mg/6mg Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 (Cyanocobalamin) 25/50/50mg/mL + 1mg/mL 

	Drug 
	Drug 
	Date 
	Log Id 
	Lot 
	RX into 
	Number Made 
	California 
	of Vials 
	Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 200mg/ml Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 200mg/ml Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 200mg/ml Sermorelin Acetate 15mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 TB-500 Thymosin Beta-4 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 15mg TB-500 Thymosin Beta-4 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 15mg TB-500 Thymosin Beta-4 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 15mg Testosterone Cypionate 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 210mg/ml Testosterone Cypionate 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 210mg/ml Testosterone Cypionate 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 210mg/ml Testosterone Enanthate 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 210mg/ml 

	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log Id 
	Lot 
	RX into California 
	Number of Vials 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mgmL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 

	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) + B1 (Thiamine) + B12 (Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 

	Total 
	Total 
	1,017 
	1,562 
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	36. 
	36. 
	From on or about August 23, 2019, through April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component as follows: / / / 


	Drug 
	Drug 
	Date Made 
	Log ID 
	RX 
	Vials 
	Manufacture Missing For 
	Lot 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	2 
	2 
	Mannitol, BPC-157 BPC-157 15mg 
	90102019@4 
	10/22/19 
	LG8465 
	16 
	31 
	Mannitol, BPC-157 BPC-157 15mg 
	10222019@6 
	3/16/20 
	LG9222 
	15 
	24 
	Mannitol Cyanocobalamin B-12 
	03162020@2 
	11/5/19 
	LG8551 
	27 
	27 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11052019@3 
	11/19/19 
	LG8636 
	39 
	39 
	NACL, Benzyl Alcohol 1100mcg/mL Cyanocobalamin B-12 
	11192019@1 
	11/19/19 
	LG8640 
	47 
	50 
	NACL, Benzyl Alcohol 1100mcg/mL HCG (Human Chorionic 
	11192019@4 
	11/11/19 
	16 
	20
	LG8576 
	11112019@2 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	11/11/19 
	100 
	225
	LG8578 
	11112019@3 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	12/18/19 
	76 
	109
	LG8782 
	12182019@4 
	HCG, NaCitrate, Gonadotropin) 11000IU 
	Mannitol HCG (Human Chorionic 
	9/19/19 
	16 
	25
	LG8231 
	09162019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	11/4/19 
	3 
	4
	LG8535 
	11042019@4 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol HCG (Human Chorionic 
	12/3/19 
	56 
	75
	LG8677 
	12032019@1 
	HCG, NaCitrate, Gonadotropin) 5000IU 
	Mannitol Ipamorelin / CJC 1295 
	9/30/19 
	2 
	2
	LG8361 
	09302019@1 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin / CJC 1295 
	12/4/19 
	59 
	124
	LG8697 
	12042019@2 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol 

	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 
	Ipamorelin / CJC 1295 
	12/17/19 
	LG8763 
	12172019@1 
	20 
	44 
	Ipamorelin, CJC1295, 15mg/6mg 
	Mannitol Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Ipamorelin, Mannitol Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Ipamorelin, Mannitol MIC + B12 
	8/23/19 
	LG8090 
	08232019@1 
	33 
	33 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	10/3/19 
	LG8386 
	10032019@2 
	16 
	16 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol MIC + B12 
	11/6/19 
	LG8557 
	11062019@1 
	48 
	54 
	Methionine, Choline (Cyanocobalamin) 
	CI, benzyl Alcohol, 25/50/50mg/mL + 1 mg/mL 
	inositol Nandrolone Decanoate 
	9/9/19 
	LG8175 
	09092019@4 
	5 
	5 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	10/8/19 
	LG8406 
	10082019@1 
	16 
	19 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Nandrolone Decanoate 
	3/20/20 
	LG9273 
	03202020@6 
	15 
	16 
	Nandrolone, Benzyl 200mg/ml 
	benzoate, benzyl 
	Alcohol, sesame oil Sermorelin Acetate 15 mg 
	10/7/19 
	LG8395 
	10072019@3 
	6 
	9 
	Sermorelin, mannitol, NaPhos 

	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	11/4/19 
	LG8540 
	11042019@6 
	36 
	85 
	Sermorelin, mannitol, NaPhos 

	Sermorelin Acetate 15mg 
	Sermorelin Acetate 15mg 
	1/17/20 
	LG8872 
	01172020@2 
	24 
	45 
	Sermorelin, mannitol, NaPhos 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Thymosin Beta, NaPhos, Mannitol 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/23/19 
	LG8475 
	10232019@7 
	11 
	11 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8483 
	10242019@2 
	35 
	44 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Cypionate 210mg/ml 
	Testosterone Cypionate 210mg/ml 
	10/24/19 
	LG8487 
	10242019@4 
	25 
	30 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	9/12/19 
	LG8213 
	09122019@3 
	10 
	10 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/1/19 
	LG8378 
	10012019@3 
	5 
	5 
	Testosterone, Benzyl benzoate, sesame oil 

	Testosterone Enanthate 210mg/ml 
	Testosterone Enanthate 210mg/ml 
	10/7/19 
	LG8397 
	10072019@4 
	12 
	17 
	Testosterone, Benzyl benzoate, sesame oil 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date Made 
	Log ID 
	Lot 
	RX 
	Vials 
	Manufacture Missing For 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	9/19/19 
	LG8288 
	09192019@3 
	30 
	33 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8547 
	11052019@1 
	38 
	40 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	Ultra Bum (Methionine/Inositol/Choline) B1(Thiamine) + B12(Cyanocobalamin) 25/25/25mg/mL + 25mg/mL + 0.2mg/mL 
	11/5/19 
	LG8549 
	11052019@2 
	54 
	55 
	Methionine, Inositol, Choline, Thiamine, Cyanocobalamin 

	Total 
	Total 
	1,017 
	1,562 
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	37. 
	37. 
	From on or about September 10, 2019, through April 3, 2020, Respondent compounded, with bulk drugs, substances which did not have a USP monograph, were not components of drugs approved by the Secretary (as identified in Title 21 of the United States Code section 353a (b)(l)(A)(i)), and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamorelin, and Thymosin Beta (TB-500). Respondent dispensed of 
	4


	The FDA requires state-licensed pharmacies that compound under section 503A of theFederal Food, Drug, and Cosmetic Act, which Respondent does, to compound drug productsusing bulk drug substances that comply with an applicable USP monograph, if one exists. 
	4 

	19 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	at least 1,017 orders and 1,562 vials into California with non-compliant bulk substances as follows: 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	BPC-157 15mg 
	BPC-157 15mg 
	9/10/19 
	LG8189 
	09102019@4 
	2 
	2 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	10/22/19 
	LG8465 
	10222019@6 
	16 
	31 
	Manufacture missing for Mannitol, BPC-157 

	BPC-157 15mg 
	BPC-157 15mg 
	3/16/20 
	LG9222 
	03162020@2 
	15 
	24 
	Manufacture missing for Mannitol 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	9/30/19 
	LG8361 
	09302019@1 
	2 
	2 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/4/19 
	LG8697 
	12042019@2 
	59 
	124 
	Manufacture missing for Ipamorelin, CJC1295 

	Ipamorelin / CJC 1295 15mg/6 mg 
	Ipamorelin / CJC 1295 15mg/6 mg 
	12/17/19 
	LG8736 
	12172019@1 
	20 
	44 
	Manufacture missing for Ipamorelin, CJC1295 



	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into California 
	Number of Vials 
	Notes 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	9/23/19 
	LG8298 
	09232019@1 
	17 
	37 
	Manufacture missing fir Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	10/8/19 
	LG8408 
	10082019@2 
	30 
	64 
	Manufacture missing for Ipamorelin, Mannitol 

	Ipamorelin Acetate 15mg 
	Ipamorelin Acetate 15mg 
	3/26/20 
	LG9311 
	03262020@9 
	27 
	62 
	Manufacture missing for Ipamorelin, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	9/18/19 
	LG8268 
	09182019@5 
	6 
	16 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 

	TB-500 Thymosin Beta-4 15mg 
	TB-500 Thymosin Beta-4 15mg 
	2/6/20 
	LG8995 
	02062020@4 
	17 
	43 
	Manufacture missing for Thymosin Beta, NaPhos, Mannitol 



	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Drug 
	Date 
	Log ID 
	Lot 
	RX into 
	Number 
	Notes 

	TR
	California 
	of Vials 

	TB-500 
	TB-500 
	4/3/20 
	LG9373 
	04032020@6 
	7 
	12 
	Manufacture 

	Thymosin 
	Thymosin 
	missing for 

	Beta-4 
	Beta-4 
	Thymosin 

	15mg 
	15mg 
	Beta, 

	TR
	NaPhos, 

	TR
	Mannitol 

	Total 
	Total 
	1,017 
	1,562 
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	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l
	FIRST CAUSE FOR DISCIPLINE (Unprofessional Conduct—Failure to Maintain the Quality of Compounded Sterile Preparations) 38. Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation sections 1735.1, subdivision (ae), and 1735.2, subdivision (g), in that between September 10, 2018, and March 26, 2020, Respondent compounded and furnished at least 12 lots, 218 prescriptions, and 461 vials of compounded drugs which l

	22 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 
	THIRD CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Failure to Confirm Sterility Prior to Dispensing) 
	40. 
	40. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1751.7, subdivision (e)(1), in that between August 23, 2019, and April 30, 2020, Respondent compounded and furnished at least 1,017 prescriptions and 1,562 vials from 39 lots without first confirming sterility via a USP chapter 71 compliant test. The facts and circumstances are described with more particularity in paragraphs 30-32 and 35, above. 

	FOURTH CAUSE FOR DISCIPLINE 
	FOURTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Incomplete Compounding Logs) 
	41. 
	41. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Regulation section 1735.3, subdivision (a)(2)(F), in that between August 23, 2019, and April 3, 2020, Respondent compounded and furnished 1,017 prescriptions and 1,562 vials from 39 lots without documenting the manufacturer of each component. The facts and circumstances are described with more particularity in paragraphs 30-32 and 36, above. 

	FIFTH CAUSE FOR DISCIPLINE 
	FIFTH CAUSE FOR DISCIPLINE 

	(Unprofessional Conduct—Use of Non-Compliant Bulk Drug Substance) 
	42. 
	42. 
	Respondent is subject to disciplinary action under Code section 4301, subdivision (o), on the grounds of unprofessional conduct, by and through Title 21 of the United States Code, section 353a, subdivision (b)(1)(A)(i), in that between September 10, 2019 and April 3, 2020, Respondent compounded with bulk drugs substances which did not have a USP monograph, were not components of drugs approved by the Secretary, and which did not appear on a list developed by the Secretary, namely CJC1295, BPC-157, Ipamoreli

	OTHER MATTERS 
	OTHER MATTERS 

	43. 
	43. 
	Pursuant to Code section 4307, if discipline is imposed on Original Non-Resident 

	Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy 23 
	(ABSOLUTE PHARMACY LLC DBA ABSOLUTE PHARMACY LLC; ANDREAS DIETER DETTLAFF, PRESIDENT, 100% SHAREHOLDER) ACCUSATION  

	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if it is revoked. 
	44. 
	44. 
	Pursuant to Code section 4307, if discipline is imposed on Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC (Respondent), with Andreas Dieter Dettlaff as President and 100% Shareholder, Absolute Pharmacy LLC and Andreas Dieter Dettlaff shall be prohibited from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 i

	PRAYER 
	PRAYER 

	WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged, and that following the hearing, the Board of Pharmacy issue a decision: 
	1. 
	1. 
	Revoking or suspending Original Non-Resident Pharmacy Permit Number NRP 1666, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	2. 
	2. 
	Revoking or suspending Non-Resident Sterile Compounding Permit Number NSC 100827, issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC, with Andreas Dieter Dettlaff as President and 100% shareholder; 

	3. 
	3. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Original Non-Resident Pharmacy Permit Number NRP 1666 is placed on probation or until Original Non-Resident Pharmacy Permit Number NRP 1666 is reinstated if Original Non-Resident Pharmacy Permit Number NRP 1666 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 
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	4. 
	4. 
	Prohibiting Absolute Pharmacy LLC and Andreas Dieter Dettlaff from serving as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee for five years if Non-Resident Sterile Compounding Permit Number NSC 100827 is placed on probation or until Non-Resident Sterile Compounding Permit Number NSC 100827 is reinstated if Non-Resident Sterile Compounding Permit Number NSC 100827 issued to Absolute Pharmacy LLC dba Absolute Pharmacy LLC is revoked; 

	5. 
	5. 
	Ordering Absolute Pharmacy LLC dba Absolute Pharmacy LLC to pay the Board of Pharmacy the reasonable costs of the investigation and enforcement of this case, pursuant to Business and Professions Code section 125.3; and, 

	6. 
	6. 
	Taking such other and further action as deemed necessary and proper. 

	7/1/2021 
	Signature on File 
	DATED:  _________________ ANNE SODERGREN Executive Officer Board of PharmacyDepartment of Consumer AffairsState of California 
	Complainant 
	SA2021300742 
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